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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

g - 2 REGION 4

’o; 5 ATLANTA FEDERAL CENTER

%t% S 61 FORSYTH STREET

4L pRotE ATLANTA, GEORGIA 30303-8360
AUG 1 32018

UNITED PARCEL SERVICE
Mr. Christopher Sebley
Zoetis
1040 Swabia Court
Durham, North Carolina 27703

Re: Case No: FIFRA-04-2018-3257
Stop Sale, Use, or Removal Order

Dear Mr. Sebley:

Enclosed is a Stop Sale, Use or Removal Order (S SURO) that the U.S. Environmental Protection
Agency is issuing to Zoetis pursuant to the authority set forth in Section 13 of the Federal Insecticide,
Fungicide and Rodenticide Act as amended (FIFRA), 7 U.S.C.§ 136k. This SSURO shall become
effective immediately. '

This SSURO is being issued for: (1) 1,152 cases of the misbranded imported pesticide product Inovotabs
(EPA Reg. No. 71847-3-1007) that wereshipped as identified in the U.S. Customs and Border Protection
(CBP) Automated Commercial Environment (ACE) Data Processing System received by the EPA
Region 4 on May 1, 2018, under Entry Number U16-10064192; (2) 1,200 cases of the misbranded
imported pesticide product Inovotabs (EPA Reg. No. 71847-3-1007) that were shipped as identified in
the CBP ACE Data Processing System received by the EPA Region 4 on July 29, 2018, under Entry
Number U16-10084042.

The SSURO prohibits all further sale and distribution of the imported pesticide product Inovotabs until
the EPA vacates the SSURO in writing. The cases of Inovotabs should be moved to Contrapac, Inc.
located at 675 Great Southwest Parkway, Atlanta, Georgia 30336 as instructed in the SSURO for .
relabeling. Please take notice that any violation of the terms or provisions of the SSURO may result in
imposition of civil or criminal penalties as prescribed in Section 14 of FIFRA, 7 U.S.C. § 136/. Also, a
civil penalty of up to $19,446 for each violation that is the subject of this SSURO may be assessed for
violations of FIFRA. Prior to the assessment of any penalty, however, Zoetis will be given the
opportunity to request a hearing and/or provide information that may mitigate any penalty amount.

Please contact Kimberly Tomczak of the EPA Region 4 staff, the Case Development Officer (QDO) fo.r
this case, at (404) 562-8987 or via email at tomczak kimberly@epa.gov within 10 days of receipt 9f this
SSURO. At that time, Zoetis should indicate what actions will be taken to ensure that the product is not

released for sale or distribution.

The EPA developed an information sheet entitled “U.S. EPA Small Business Resources™ to help small
businesses understand federal and state environmental laws and rights under the Small Business
Regulatory Enforcement Fairness Act. The information sheet can be fom}d on.the internet at:
https://www.epa.gov/sites/production/files/2017-06/documents/smallbusinessinfo.pdf.

Internet Address (URL) » hitp://www.epa.gov ‘
Recycied/Recyclable » Printed with Vegetable Oil Based Inks on Recycled Paper {Minimum 30% Postconsumer)



UNITED STATES
ENVIRONMENTAL PROTECTION AGENCY

REGION 4
IN THE MATTER OF: ) STOP SALE, USE, OR
) REMOVAL ORDER
Zoetis )
) FIFRA-04-2018-3257
Respondent. )
)

I. AUTHORITIES AND BACKGROUND
Section 13(a) of the Federal Insecticide, Fungicide and Rodenticide Act, as amended
(FIFRA), 7 U.S.C. § 136k(a), authorizes the Administrator of the U.S. Envifonmental
Protection Agency to issue an order prohibiting the sale, use, or removal of any pesticide
or device by any person who owns, controls, or has custody of such pesticide or device
whenever there is reason to believe that such pesticide or device is in violation of any
provision of FIFRA, or the pesticide or device has been or is intended to be distributed or
sold in violation of any provision of FIFRA. The Administrator of the EPA has delegated
this authority under FIFRA to the Regional Administrators by the EPA Delegation 5-12.
The Regional Administrator, Region 4, has redelegated this authority to the Director of
the Air, Pesticides and Toxics Management Division by the EPA, Region 4, Delegation
5-12. Pursuant to these delegations, the Director of the Air, Pesticides and Toxics
Management Division has the authority to issue a Stop Sale, Use or Removal Order
(SSURO) in this matter.
This SSURO is being issued to Zoetis, a privately held company with its principal place
of business located at 10 Sylvan Way, Number 105, Parsippany, New Jersey 07054

(hereinafter Zoetis or Respondent).



3. On or around April 30, 2018, the licensed customs broker American Cargo Express, Inc.
(American) submitted entry documents via the U. S, Customs and Border Protection
(CBP) Automated Commercial Environment (ACE) Data Processing System on behalf of
Medentech for the importation of one shipment of the pesticide product Inovotabs (EPA
Reg. No. 71847-3-1007) which contained a total of one thousand two hundred (1,200)
cases, each case weighing 23.2 pounds. The Importer of Record in this mattef is
Medentech, a business located at Whitemill Industrial Estate, Wexford, Ireland.

4. The information provided to the EPA Region 4 through the CBP ACE System indicated

_that the shipment of Inovotabs was scheduled to-arrive at the Port of Charleston, South
Carolina on April 27, 2018.

5. After reviewing the ACE entry, the EPA asked Medentech and American on May 1,
2018, to upload into the ACE system a legible copy of the label that was affixed to the
1,200 cases of the Inovotab pesticide product. American uploaded the label, and on May
11, 2018, the EPA reviewed the ACE entry a final time and determined that the label
uploaded by American, which American had represented to be the label on the product
cases, included incorrect information that was not compliant with the EPA master label
for the prdduct.

6. Pursuant to 40 C.F.R. §§ 156.10(a)(5) and 156.10(f) (Labeling Requirements), every
pesticide product must bear a label containing the information required by FIFRA and the
regulations including, but not limited to, the product’s EPA registration number, the
producing establishment’s EPA establishment number, directions for use, precautionary

language and the storage and disposal information.

Zoetis 2
Stop Sale, Use, or Removal Order
FIFRA-04-2018-3257



10.

11.

Zoetis

On April 11, 2018, the EPA Region 4 informed American by email that the label
submitted for the Inovotabs pesticide product being imported by Medentech did not
correspond with the pesticide’s most current EPA-approved pesticide master label. More
specifically, the statement under the Brand Name of Product “Inovotabs Effervescent
Tablets Only for use with Embrex in ovo vaccination devices” did not match the master
label. The statement indicates that Inovotabs is to be used with a pesticide device,
however, Inovotabs was not registered with the EPA to be used with a “vaccination
device.” In addition, the label did not include the statement “You may also contact [1-
800-420-9236] for emergency medical treatment information.”

The term “misbranded” as defined by Section 2(q) of FIFRA, 7 U.S.C. § 136 (q), includes
labeling [which] bears any statement, design, or graphic representation relative thereto or
to its ingredients which is false or misleading in any particular.

Because the cases of Inovotabs pesticide product are misbranded, the EPA denied the
shipment and emailed a Notice of Refusal of Admission to Medentech and American that

declined to allow the misbranded pesticide to be used, sold or distributed in the United

States.

Pursuant to 19 C.F.R. § 12.112, the EPA is required to complete the ACE entry,
indicating to CBP the disposition to be made of the shipment of pesticides upon its arrival
in the United States. Based on the EPA’s determination that the 1,200 cases are
misbranded as described above, the EPA gave the shipment a Hold Intact status through
the ACE System on May 15, 2018.

The “distribution or sale” of any pesticide which is misbranded is an unlawful act as
pursuant to Section 12(a)(1)(E) of FIFRA, 7U.S.C. § 136j(a)(1 (E).

3
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12.

13.

14.

15.

Zoetis

The term “to distribute or sell” as defined by Section 2(gg) of FIFRA, 7 U.S.C. § 136(gg)

~and 40 C.F.R. § 152.3, includes to distribute, sell, offer for sale, hold for distribution,

hold for sale, hold for shipment, ship, deliver for shipment, or “release for shipment”.
On July 2, 2018, Zoetis, a customer of the importer Medentech, emailed the EPA
advising the EPA that the Inovotabs cases had been transported to Zoetis’s facility in
Marietta, Georgia, on May 15, 2018, and that 48 of the 1,200 cases had been shipped out
to an end-use customer. Zoetis further advised that the remainder of the product cases,
totaling 1,152 cases, were currently being held at the Zoetis Marietta Logistics Center

located at 1950 West Oak Circle, Marietta, Georgia. Zoetis requested that it be allowed to

- re-label the 1,152 cases through the issuance of a SSURO, and that the relabeling would

be conducted at Contrapac, Inc., an EPA-registered establishment (EPA Establishment
Number 52270-GA-001), located at 675 Great Southwest Parkway, Atlanta, Georgia
30336.

On August 3, 2018, the licensed customs broker American submitted entry documents via
the CBP’s ACE Data Processing System on behalf of Medentech for the importation of
one shipment of the pesticide product Inovotabs (EPA Reg. No. 71847-3-1007) which
contained a total of one thousand two hundred (1,200) cases, each case weighing 4.81
kilograms. The Importer of Record in this matter is also Medentech.

Thev information provided to the EPA Region 4 through the CBP ACE System indicated
that the shipment of Inovotabs was scheduled to arrive at the Port of Atlanta on July 29,
2018. On August 8, 2018, American notified the EPA the shipment is located at the Port

of Charleston and not the Port of Atlanta.

Stop Sale, Use, or Removal Order
FIFRA-04-2018-3257



16.

17.

18.

Zoetis

After reviewing the ACE entry, the EPA asked Medentech and American on August 3,
2018, to upload into the ACE system a legible copy of the label that was affixed to the
1,200 cases of the Inovotab pesticide product. On August 3, 2018, American uploaded the
label but the EPA notified American by email that it was not a full label. On August 7,
2018, the EPA asked American to upload the full label, and on August 8, 2018, the EPA
reviewed the ACE entry and determined that the label uploaded by American, which
American had represented to be the label on the product cases, included incorrect
information that was not compliant with the EPA master label for the product.

On August 9, 2018, the EPA Region 4 informed American by email that the label
submitted for the Inovotabs pesticide product being imported by Medentech did not
correspond with the pesticide’s most current EPA-approved pesticide master label. On
August 10, 2018, the EPA Region 4 informed American and Medentech that under the
Step by Step Inovotabs Mixing Directions, the label does not contain step number 11,
“Twist close plastic bag and close lid firmly after withdrawing tablets from container.” In
addition, the outer carton label does not make reference to the full tub label and contains
the sentence “Contains: Anhydrous Sodium Dichloroisocyanurate...CAS NO. 2893-78-
9” which is not on the mast‘er label.

Pursuant to 19 C.F.R. § 12.112, the EPA is required to complete the ACE entry,
indicating to CBP the disposition to be made of the shipment of pesticides upon its arrival
in the United States. Based on the EPA’s determination that the 1,200 cases are
misbranded as described above, the EPA gave the shipment a Hold Intact status through

the ACE System on August 10, 2018.

Stop Sale, Use, or Removal Order
FIFRA-04-2018-3257



19.

20.

Zoetis

The 1,152 cases of pesticide product Inovotabs that were shipped to the United States by
Medentech, which arrived on April 27, 2018, that are in the possession of Zoetis and the
1,200 cases of pesticide product Inovotabs that were shipped to the United States by
Medentech, which arrived on July 29, 2018, that are located at the Port of Charleston, as
set forth in this SSURO, are misbranded and further sale or distribution of the 2,352 cases
in the United States, including moving the product to an EPA-registered Producer
Establishment for relabeling, by Zoetis, or Medentech or any other person, except in
compliance with this SSURO and the requirements of FIFRA, would violate FIFRA.
II. ORDER |
Zoetis is hereby ordered NOT to distribute, sell, use or remove any of the one thousand
one-hundred fifty-two (1,152) cases of Inovotabs from the shipment that arrived at the
Port of Charleston on or around April 27, 2018, that are currently being held at its facility
in Marietta, Georgia, and the twelve-hundred (1,200) cases of pesticide product Inovotabs
that arrived at the Port of Charleston on or around July 29, 2018, that are currently located
at the Port of Charleston south terminal, except in compliance with FIFRA, and
specifically, in compliance with one of the two options below:
a. The misbranded cases must either be exported out of the country or destroyed
immediately in compliance with FIFRA;

OR
b. Zoetis must take the following steps:

i. The misbranded cases must be properly relabeled in accordance with

FIFRA requirements at Contrapac, Inc. located at 675 Great Southwest

Parkway, Atlanta, Georgia 30336 (EPA Establishment Number 52270-

6
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GA-001).

ii. Within 48 hours after completion of relabeling, Zoetis must submit to the
EPA pictures of the re-labeled cases along with a certification from the
CEO of the company or another authorized official of the company stating
that the re-labeling has been completed and is in compliance with the
requirements of this SSURO and FIFRA.

iii. The EPA may decide to conduct an inspection at Contrapac, Inc. to
confirm and verify that the cases have been relabeled in compliance with
this SSURO and FIFRA.

21. Zoetis shall not commence any sale, use, removal or distribution of the cases of Inovotabs
unless: (1) Zoetis is in compliance with FIFRA and has taken all the actions required in
Section II of this SSURO; and (2) the EPA has vacated this SSURO. All
communications, including submission of photographs and the certification required
above, should be directed to:

Kimberly Tomczak
Pesticides Section

U.S. EPA Region 4

61 Forsyth Street S.W.
Atlanta, Georgia 30303-8960
tomczak kimberly@epa.gov
(404) 562-8987.

22. Violation of the terms or provisions of this SSURO may subject Zoetis to civil or
criminal penalties as prescribed in Section 14 of FIFRA, 7U.S.C. § 136/.

23.  The issuance of this SSURO shall not act as a waiver by the EPA of any enforcement or
other authority available to the EPA under FIFRA.

24. This Order shall be EFFECTIVE IMMEDIATELY upon receipt by Zoetis.

Zoetis ) 7
Stop Sale, Use, or Removal Order
FIFRA-04-2018-3257



25.

26.

27.

Zoetis

This SSURO shall remain in effect until the EPA vacates the SSURO in writing.
The EPA may at any time amend this SSURO.
Zoetis may seek judicial review of this SSURO pursuant to Section 16 of FIFRA,

7U.S.C. § 136n.

Date /

Beverly H. Banister
Director
Air, Pesticides and Toxics Management Division

Stop Sale, Use, or Removal Order
FIFRA-04-2018-3257
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UNITED PARCEL SERVICE
Mr. Christopher Sebley
Zoetis
1040 Swabia Court

Durham, North Carolina 27703

Re: Case No: FIFRA-04-2018-3257
Amended Stop Sale, Use, or Removal Order

Dear Mr. Sebley:

This letter is amending the address and the establishment number of Contrapac, Inc., listed in the Stop
Sale, Use or Removal Order (SSURO) that the U.S. Environmental Protection Agency issued on Apgust
13, 2018, to Zoetis pursuant to the authority set forth in Section 13 of the Federal Insecticide, F ungicide
and Rodenticide Act as amended (FIFRA), 7 U.S.C.§ 136k. In the amended SSURO, the address and the
EPA establishment number of Contrapac, Inc., has been changed to 5400 Bucknell Drive, Atlanta,
Georgia 30036 (EPA Establishment Number 52770-GA-03). The enclosure is the amended SSURO, and
is effective immediately.

Please contact Kimberly Tomczak of the EPA Region 4 staff at (404) 562-8987, or via email at
tomczak.kimberly@epa.gov if you have any further questions regarding this amendment.

Anthony G. Toney
Chief
Chemical Safety and Enforcement Branch

Enclosure

cc: Thomas Gray
Georgia Department of Agriculture

internet Address (URL) » hitp://www.epa.gov i
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UNITED STATES
ENVIRONMENTAL PROTECTION AGENCY
IN THE MATTER OF: AMENDMENT to
STOP SALE, USE, OR

Zoetis REMOVAL ORDER

Respondent. FIFRA-04-2018-3257

N N N N N

1. On August 13, 2018, the U.S. Environmental Protection Agency Region 4 issued the above-
captioned Stop Sale, Use, or Removal Order (SSURO) (FIFRA-04-2018-3257) to Zoetis. The
SSURO authorized Zoetis to relabel a shipment of the misbranded pesticide product, Inovotabs
(EPA Reg. No. 71847-3-1007), at Contrapac, Inc., an EPA-registered establishment located at 675
Southwest Parkway, Atlanta, Georgia 30036 (EPA Establishment Number 52270-GA-001).
2. On September 17, 2018, Zoetis’ Associate Difector contacted the EPA and stated that due to
capacity issues at the Southwest Parkway Contrapac facility, Zoetis was requesting permission to
have the relabeling take place at another Contrapac, Inc. facility located around the block at 5400
Blicknell Drive, Atlanta, Georgia 30036 (EPA Establishment Number 52270-GA-03).
3. Based on the foregoing, the EPA is amending the SSURO issued on August 13, 2018, as follows:
i. The address and EPA establishment number of Contrapac, Inc., noted in paragraphs 13 and
20 of the original SSURO as 675 Southwest Parkway, Atlanta, Georgia 30036 (EPA
Establisiment Number 52270-GA-001), are hereby changed to 5400 Bucknell Drive,
Atlanta, Georgia 30036 (EPA Establishment Number 52770-GA-03).

ii. All other provisions of the SSURO issued on August 13, 2018, remain in full force and effect

until the EPA vacates the SSURO.

G197/17 7 e %”7/1

Date 7Beverly H. Banister i

Director o
Air, Pesticides and Toxics Management Division




CERTIFICATE OF SERVICE
I HEREBY CERTIFY THAT AN ORIGINAL OF THIS Amendment to the Stop, Sale, Use, and

Removal Order, Docket Number: FIFRA-04-2018-3257 was sent certified mail/return requested and via

UPS overnight mail to:

Mr. Christopher Sebley (via United Parcel Service)
Zoetis

1040 Swabia Court

Durham, North Carolina 27703

Mr. Robert Caplan (via EPA’s internal mail)
Senior Attorney

Office of Regional Counsel
U.S. EPA Region 4

61 Forsyth Street, S.W.
Atlanta, Geor%ia 30303

"SEP 2§ 2018

DATE amela A. Moultrie
Staff Assistant
U.S. EPA Region 4
61 Forsyth Street, S.W.
Atlanta, Georgia 30303
(404) 562-9181




Best regards, John

John P. Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Tuesday, October 23, 2018 3:16 PM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an externai source.

Good afternoon,

I have reached out to my Supervisor in regards to this request and will get back in touch with you as soon as | can.
The shipment should remain where it is currently located until you hear back from the EPA Region 4 office.

Thank you,

Kimmiberly Toraezak, Lite Sceienost

US Eoviconmiental Protection Aceney, Region |
Pesticides Scenon

61 Forsvih StoSW Adanae GA 30503

Phone: 1015028087

Fanatl: Tomezak kimberly@epa.gov

From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Monday, October 22, 2018 11:30 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer




<jennifer.harmer@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly:
My colleague lennifer Harmer is travelling this week hence this email from me.

The relabeling operation was commenced last week at Contrapac but it was found that the wording from the original
label was not completely obscured by the new label, so the operation was immediately haited.

Medentec has now decided to export the two shipments back to their facility in Ireland and relabel or repackage there.
Please can you advise as to what is needed from EPA to allow this export (SSURO, Il. ORDER, 20. (a)). | am not sure if we
need another letter releasing these two shipments from the SSURO.

Thank you in advance.

John P. Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Harmer, Jennifer

Sent: Thursday, October 18, 2018 11:35 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim,
Attached are the labels that will be used for relabeling the two shipments.
Please do not hesitate to contact me with additional questions or concerns.

Thanks!
Jennifer

Jennifer C, Harmer
Associate Director, US Regulatory Affairs



Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. iIf you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, October 18, 2018 9:40 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an external source,

Good morning,
Thank you for the update. Can you send me a copy of the labei that you plan to use for relabeling the products?
Thank you,

Kunboerhy Tomezak, Tide Seicntis

US Finvronmental Prowection Agcney, Region |
Pesticides Section '

O1 Forsvih StSW Atlnia, G 30303

Phone: 1015628987

Ianal: Tomcezak kimberly@epa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Thursday, October 18, 2018 9:15 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly,

In response to your questions below, please note that the re-labeling of the two shipments outlined in the SSURQ is in
progress. We anticipate that the relabeling will be completed next week. We will be in touch once the relabeling is
complete.



Please do not hesitate to contact me with any additional questions.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, October 17, 2018 5:43 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <hauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an external source.

Good afternoon,

What is the status of these two shipments that are outlined in the SSURQO? Have they been relabeled?

Regards,

Kunbaerly Tomezak, Lile Scicimis

US Eovironmental Protecuon Aveney. Region |
Pesnades Section

61 Forsvith StSW Atk GA 80503

Phone: 1015628987
Linadl: Tomezak.kimberly@cpa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Thursday, September 27, 2018 5:11 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

| am writing to follow-up on the amendment to the SSURO. Do you happen to have any information on when we can
expect to receive the amendment?

Thanks in advance!

Jennifer

From: Harmer, Jennifer

Sent: Wednesday, September 19, 2018 5:33 PM

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257




Hi Kimberly,

There is an error in the number below. The correct establishment number is 52270-GA-03 and the address is 5400
Bucknell Drive, Atlanta, GA 30336.

Apologies for the confusion and thanks again for your assistance.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, September 19, 2018 4:37 PM

To: Harmer, lennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an external source.

Hi Jennifer,
Below you state that you wouid like to relabel the product at EPA Est. No. 52770-GA-03. Is that the correct number?

Thank you,

Kunborhy Tomezak, Tale Seientist

US Linvironmcental Protection Aseney, Regton ©
Pesucides Section

61 Forsvth StoSW Ndanta, G 30303

Phone: [0 1L562.8987

Linail: Tomezak. kimberly@cpa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Monday, September 17, 2018 1:44 PM

To: Bauman, Michael <bauman.michael@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Bauman,
Thank you for the information. | will discuss with Officer Tomczak when she returns to the office tomorrow.

Thanks!
Jennifer

From: Bauman, Michael [mailto:bauman.michael@epa.gov]
Sent: Monday, September 17, 2018 11:54 AM
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>




Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an externai source.

Good morning Ms. Harmer,

At this time, the product’s location and any manipulation of the product must remain in compliance with the SSURO that
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order (SSURO) would require an
amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the
same docket number.

If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the
matter further with Ms. Tomczak when she returns to the office tomorrow..

Regards,
Michael

Michael L. Bauman, MS I Life Scientist, Pesticides Section | Chemical Safety and Enforcement Branch
Air, Pesticides and Toxics Management Division l U.S. Environmental Protection Agency Region 4
61 Forsyth Street, SW Atlanta, GA 30303 | Tel: 404-562-8962 | Email: bauman.michael@epa.gov

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain,
copy, or disseminate this message or any part of it. If you have received this message in error, please notify the sender
immediately by e-mail and delete all copies of the message.

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, September 17, 2018 11:36 AM

To: Bauman, Michael <bauman.michael@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Bauman,

I just received Officer Tomczak’s out of office and so am hoping you can address a question that we have regarding Case
No. FIFRA-04-2018-3257.

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on
the label. ‘

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03) is acceptable and
complies with the requirements of the SSURO?

Thanks in advance for your assistance and | look forward to heariﬁg from you.
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Regards,
Jennifer

Jennifer C. Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure ar copying of the cantents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
. sender immediately.

From: Harmer, Jennifer

Sent: Monday, September 17, 2018 11:27 AM

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: FW: Case No. FIFRA-04-2018-3257

Hi Kimberly,
Happy Monday! | hope you had an enjoyable weekend.

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on
the label.

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO?

Thanks!
Jennifer

Jennifer C. Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com

Visit Us: zoetis.com



LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [maiito:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 9:09 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an externa! source.

Hi John,
Other shipments of the product can be imported. The label should be in compliance of FIFRA.

Regards,

Kimborly Tomesak, Tile Seentst

U'S Fovironmental Protection Agenev, Region
Pesticides Scection

61 Forsvilr St SW Addania. GA 80503

Phonc: 101562 8087

F.imail: Fomezak kimberly@cepa.gov

From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Thursday, August 30, 2018 9:02 AM

To: Tomczak, Kimberly <Tomczak.Kimberly @epa.gov>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Thanks Kimberly. In answer to your question, | have just had it confirmed that no we do not.

Best regards, John

John P. Crane

Director, US Regulatory Affairs :

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com '
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t ™
FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or

any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 8:04 AM

To: Crane, John P <john.p.crane @zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an external source.

Hi John,
The SSURO only applies to the two shipments in the SSURO.
Do you have another shipment that arrived in the US that contains the same misbranded product?

Regards,

Kunberhv Tomezak, Lite Scienist

'S Fnvironmental Protection Aeeney, Rezion |
Pestcides Seetuon

61 Forsvth StSW Addant, GA 50308

Phone: 101062 8987

lomail: Tomezak kimberly@epa.gov

From: Crane, John P [mailto:john.p.crane@zoetis.com}
Sent: Wednesday, August 29, 2018 1:30 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kimberly:
Jennifer is on vacation this week so | contacting you. | have an update and a question.

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance.

11



Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments
specified in the SSURO. | ask because we have new stock on order that will be labeled with fully compliant labeling and
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that.

Many thanks.

Best regards, John

John P. Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and‘may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, August 23, 2018 4:24 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an external source.

’Hi Jennifer,

A photo of each stack will suffice.
I hope that helps. If you would like to discuss further, please let me know.
Regards,

Kimberh Tomesak, Lile Serentist

US Eovironmmaentad Protecuon Asencey. Region |
Pesticides Section

61 Forsvih SGCSMW Adanta, GA 30503

Phonce: 101.562.8087

Ll Tomezak kimberly@epa.gov
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From: Harmer, Jennifer [mailto:jennifer.harmer@:zoetis.com]
Sent: Wednesday, August 22, 2018 1:09 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

Thanks for your message. To make sure | understand the requirements, can you please clarify if a photo of each stack,
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit?

Thanks in advance for your assistance!

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, August 22, 2018 9:54 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an external source.

Hi Jennifer,

A variety of different pictures will be needed. Please provide legible pictures of the Iabel on the product (labels from
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked
together.

I hope that helps. If you would like to discuss further, please let me know.
Regards,

KNunboerly Tomezak, Lile Sciens

US Fivironmental Proteetion Agenev, Region i
Pesticides Section

61 Forsvth St SW Ak, GA 30308

Phouc: 1015628987

Lanail: Tomezak. kimberly@cpa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Tuesday, August 21, 2018 2:27 PM
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
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Cc: Crane, John P <john.p.crane@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,
I hope your Tuesday is going well!

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we
should submit pictures?

Thanks in advance for your assistance. We really appreciate your support.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Monday, August 20, 2018 3:12 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an external scurce.

Hi Jennifer,

It was nice talking with you earlier.

Glad | could be of assistance. | will wait to hear back from you when the product has been relabeled.
Regards,

Kimberly Tomezak, Tale Scentis

US anvonmental Protection Aveney, Region ¢
Pesticides Section

o1 Forsyth S©SW A, GA 80503

Phote: 101,562 8987

Lmail: Tomezak.kimberly@epa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, August 20, 2018 2:44 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Tomczak,

14



Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line
review of the artwork and have made some additional minor revisions in order to comply with the master label. The
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply
with the language on the master label for end-use products packaged in containers with sizes of less than 50

pounds. The marked up artwork was sent to Medentech on Friday, August 17" with a request to expedite these label
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac’s
establishment number { EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR
156.10(f) which requires labels to bear the establishment number of the final establishment at which the product was
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases
along with a certification that the re-labeling has been completed.

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and
then issue a vacate letter at which time we may distribute the product.

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me
with any questions or concerns.

Regards,

Jennifer

Jennifer C. Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Monday, August 20, 2018 10:16 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane @zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an external source.

Hi Jennifer,
15



Yes, | am available today to discuss Case No. FIFRA-04-2018-3257.

| am available anytime today until 5PM. Let me know what time works best for you.

Regards,

Kinberle Tomezak, Lite Sewentst

U'S Eovironmental Proteciion Agenev, Region |
Pesucides Sceuon

61 Forsvth S1SW Adania, GA 30305

Phone: 1015698087
Limasl: Tomezak. kimberly@cpa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Friday, August 17, 2018 11:17 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: Case No. FIFRA-04-2018-3257

Dear Officer Tomczak,

I would first like to introduce myself. My name is Jennifer Harmer and | am in the US Regulatory Affairs group at

Zoetis. | am writing in regards to Case No. FIFRA-04-2018-3257 for Inovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on
Monday, August 20" for a phone call? We would like to provide you with the current status of the request and the
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent).

Thanks in advance and | look forward to speaking with you.

Regards,
Jennifer

Jennifer C. Harmer

Assaciate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.
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Tomczak, Kimberlx

From: Crane, John P <john.p.crane@zoetis.com>

Sent: Wednesday, October 31, 2018 4:07 PM

To: Tomczak, Kimberly

Cc: Bauman, Michael; Ho, Kanoelehua; Harmer, Jennifer
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim:

| am off on vacation tomorrow until Nov 14 so Jennifer will be your contact now.
Thank you.

John

John P. Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NQTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, October 31, 2018 4:03 PM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an external source.

HiJohn,
I am in discussions with my Supervisor about the steps that will need to be taken to get these shipments exported.

I will be in touch with you tomorrow or Friday.



Regards,

Konberly Tomesak, Lile Scientis

US Ervironmental Protection Ageney, Regron
Pestrcrdes Section

61 Forsvih St SW Aibmia, GA S0300

Phonce: 10 15628987

Lol Tomezak kimberly@cpa.gov

From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Tuesday, October 30, 2018 6:47 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Good morning Kimberly:
Are you able to advise on next steps to export this consignment at Contrapac back to Medentech, Ireland?

Thanks, John

John P. Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

Zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message’'is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Crane, John P

Sent: Tuesday, October 23, 2018 3:33 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly:

Thank you for your message. We look forward to hearing back from you.
2
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S UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
§ - 2 REGION 4
3 M § ATLANTA FEDERAL CENTER
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4t prote ATLANTA, GEORGIA 30303-8960
DEC 2 82018

UNITED PARCEL SERVICE

Mr. John P. Crane

Director, U. S. Regulatory Affairs
Zoetis '

333 Pnrtage Street

Kalamazoo, Michigan 49007

Re: Case No: FIFRA-04-2018-3257
Stop Sale, Use, or Removal Order

Dear Mr. Crane:

The U.S. Environmental Protection Agency was notified by Zoetis, that Medentech has requested to
export the two shipments, under Entry Numbers U16-10064192 and U16-10084042, listed in the Stop
Sale, Use, or Removal Order (SSURO) that the EPA issued on August 13, 2018, to Zoetis pursuant to
the authority set forth in Section 13 of the Federal Insecticide, Fungicide and Rodenticide Act as
amended (FIFRA), 7 U.S.C.§ 136k. On October 22, 2018, Zoetis notified the EPA Region 4 that
Medentech has decided to export the two shipments back to their facility in Ireland, to be relabeled or
repackaged. The EPA Region 4 is hereby allowing Medentech to export the products back to a
Medentech facility in Ireland. In order to vacate the SSURO, issued on August 13, 2018, we require
verification that the shipment has been received at Medentech. Therefore, please send a letter confirming
that the product has been exported to, and received at Medentech in Ireland.

Please contact Kimberly Tomczak of the EPA Region 4 staff at (404) 562-8987, or via email at
tomczak. kimberly@epa.gov if you have any further questions regarding this letter.

Sinc/e)'re Iy,
t'//: ”’:"37‘ ~
Kimberly L. Bingham

Chief
Pesticides Section

internet Address (URL)  http://www.epa.gov
Recycled/Recyclable » Printed with Vegetable Oil Based Inks on Recycied Paper (Minimum 30% Postconsumer)



3 April 2019 | @etis

Ms. Kimberly L. Bingham, Chief
Pesticides Section

US EPA Region 4

Atlanta Federal Center

61 Forsyth Street,

Atlanta, GA 30303-8960

RE: Case No. FIFRA-04-2018-3257, Stop Sale, Use, or Removal Order
Dear Ms. Bingham,

Zoetis is in receipt of the letter dated 28 December 2018 regarding the Stop Sale Use and
Removal Order (Case No. FIFRA-04-2018-3257) for two shipments of INOVOTABS (Entry
Numbers U16-10064192 and U16-10084042). In the letter, the EPA notified Zoetis that
Medentech was allowed to export the products back to the Medentech facility in Ireland.

Further, the letter stated that in order to vacate the SSURO, issued on 13 August 2018, Zoetis is
required to verify that the shipments have been received at Medentech.

Zoetis hereby confirms that the two shipments have been exported to, and received by,
Medentech in Ireland.

Zoetis looks forward to receiving notification from the EPA that the SSURO has been vacated.

If there are any questions or concerns regarding this notice, please contact me at (269) 359-
4857 or jennifer.harmer@zoetis.com.

Regards,

%@Wgw e

Jennifer C. Harmer
Associate Director, Regulatory Affairs

cc: Julie Lambert, Head of Technical and Quality, Medentech
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. . UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
$ }\@ s REGION 4

AR 5 ATLANTA FEDERAL CENTER

%, M@“ & 61 FORSYTH STREET

Pac Pao“L ATLANTA, GEORGIA 30303-8960

MAY 15 2019

UNITED PARCEL SERVICE

Ms. Jennifer C. Harmer

Zoetis

Associate Director, US Regulatory Aflairs
Veterinary Medicines Research and Development
333 Portage Street

Kalamazoo, Michigan 49007

Re: Case No: Federal Insecticide. Fungicide. and Rodenticide Act (FIFRA-04-2018-3257)
Termination Letter of Stop Sale. Use. or Removal Order

Dear Ms. Harmer:

The U.S. Environmental Protection Agency has terminated the Stop. Sale. Use, or Removal Order. that
was issued to Zoetis on August 13, 2018. pursuant to Section 13 of FIFRA. The enclosed Termination is
effective immediately.

Please contact Kimberly Tomczak at (404) 562-8987. if you have any further questions regarding this
Vacatur.

Sincerely.

Larry L. Lamberth
Chief. Chemical Safety and Land Enforcement

Branch
Enforcement Compliance and Assurance Division

Enclosure

Internet Address (URL} = http:/Aweww epa.gov
ReryointeHeoyoianle » Prnted wath Vegetanle O Based Inks on Bacycied Paper (Mimmum 309 Postconsumes)



UNITED STATES
ENVIRONMENTAL PROTECTION AGENCY

REGION 4
ATLANTA, GEORGIA
IN THE MATTER OF: )
) TERMINATION OF
Zoetis ) STOP SALE, USE, OR
A ) REMOVAL ORDER
Respondent. )
) FIFRA-04-2018-3257
)

TERMINATION OF STOP SALE, USE, OR REMOVAL ORDER

On August 13, 2018, the U.S. Environmenial Protection Agency Region 4, issued a Stop Sale,
Use. or Removal Order (SSURO), FIFRA-04-2018-3257. to Zoetis, pursuant to Section 13 of the
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) prohibiting the sale, use, or
removal of 1,152 cases of the pesticide product Inovotabs (EPA Reg. No. 71847-3-1007) that
were shipped to the United States by Medentech, which arrived on April 27, 2018, and 1,200
cases of Inovotabs that were shipped to the United States by Medentech, which arrived on July
29, 2018. The Importer of Record in this matter is Medentech, a business located at Whitemill
Industrial Estate, Wexford, Ireland. |

Based on its review of the labels on the cases of the Inovotabs product, the EPA Region 4
determined that the cases were misbranded and in violation of FIFRA. The SSURO ordered
Zoetis not to distribute, sell, use, or remove the cases of the pesticide product Inovotabs, except
in compliance with the requirements of the SSURO and FIFRA.

In response to, and as allowed by the SSURO issued on August 13, 2018, Zoetis relabeled the

cases of the pesticide product Inovotabs at Contrapac, Inc. located at 5400 Bucknell Drive,



Atlanta, Georgia 30036 (EPA Establishment Number 52770-GA-03). On October 22, 2018,
Zoetis notified the EPA that the cases of the pesticide product were relabeled incorrectly. Zoetis
advised the EPA that Medentech had requested to export the two shipments, under Entry
Numbers U16-10064192 and U16-10084042 back to its facility in Ireland.

On December 28, 2018, the EPA issued a letter to Zoetis which stated that the two shipments
could be exported back to Medentech’s facility in Ireland, and that in order to terminate the
SSURO, Zoetis would need to submit a letter to the EPA confirming that the product had been
exported to, and received at Medentech in Ireland.

On April 3, 2019, the EPA received a letter from Zoetis stating that the two shipments, under
Entry Numbers U16-10064192 and U16-10084042, have been exported to, and received by
Medentech in Ireland.

In view of Zoetis and Medentech having exported the two shipments back to Medentech in
Ireland, the SSURO is hereby TERMINATED.

The issuance of this Termination of SSURO shall not act as a waiver by the EPA of any
enforcement action that may be brought against Zoetis for violations of FIFRA in connection
with the import of the pesticide products, as set forth in the SSURO and herein, or for any future
enforcement actions or other authority available to the EPA under FIFRA.

This Termination is effective upon the date it is signed by the EPA official designated below.

MAY 135 2018 A AL

DATE Suza{me G. Rubini
Acting Director
Enforcement and Compliance Assurance Division

o



From: Bingham, Kimberly

Sent: Monday, May 14, 2018 2:27 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Entry Number U16-10064192

I am fine with denying the shipment. KLB

Kimberly L. Bingham, MPH | Chief, Pesticides Section | Chemical Safety and Enforcement Branch
Air, Pesticides and Toxics Management Division | U.S. Environmental Protection Agency Region 4
61 Forsyth Street, SW Atlanta, GA 30303 | Voice: 404-562-9038 | Email: bingham.kimberly@epa.gov

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain,
copy, or disseminate this message or any part of it. If you have received this message in error, please notify the sender
immediately by e-mail and delete all copies of the message.

From: Tomczak, Kimberly

Sent: Monday, May 14, 2018 2:07 PM

To: Bingham, Kimberly <Bingham.Kimberly@epa.gov> .

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: Entry Number U16-10064192

*For Deliberative Purposes Only*

Kimberly,

Please see the below:

Description: Registered product

Entry Number: U16-10064192

Port of Entry: Charleston, South Carolina
Released: April 30, 2018

Recommended Action: Deny; Notice of Refusal

Product(s) Information (Name, Product type, Signal Word, No. of containers and Total Net weight):
= |NVOTABS
e 1200 containers, each container is 4.81 KG, 1544.00 KG total
Specific Information:

¢ Imported product label does not match the EPA Master Label.
a. The statement under the Brand Name of Product (Inovotabs Effervescent Tablets Only for use with
Embrex in ovo vaccination devices) does not match the master label.
b. The label does not include the statement “You may also contact [1-800-420-9236] for emergency
medical treatment information.”
e I emailed the Product Manager and she said an amendment would need to be made to correct the issue.

I recommend that we deny this product.

Please let me know how I should proceed.



Regards,

Konbordy Pormezadl Tile Soentis

US Foveonmenud Proqeenon Seeney, Heoion
Postnicides Section

OF Forsvth SESW Abnon, GOy oo

Phoner 101002 50T

Lol Tomezak kimberlviepa.gov

From: Miguel Rivera [mailto:mrivera@AmericanCargoExpress.com]

Sent: Monday, May 14, 2018 9:39 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; '"AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>

Subject: RE: Entry Number U16-10064192

Dear Kimberly,
Please note attached that | will load in DIS shortly. This is the exact label that is on the product.

Thank you,
Miguel Rivera
Echo Customs Entry

ACE USA & CANADA
American Cargo Express
New Jersey Operations
2345 Vauxhall Rd

Union, NJ 07083

Tel: 908-351-3400 x 3050
Fax: 908-289-2490

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution , Order
Fulfillment, Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more...
To learn more, please visit: http://www.americancargoexpress.com

American Cargo Express, Inc is CTPAT Certified. We are doing our part to keep your cargo and our country safe from
terrorism in the global supply chain. To learn more, please visit: http://cbp.gov/xp/cgov/trade/cargo_security/ctpat/
or contact your local American Cargo Express, Inc. office.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Friday, May 11, 2018 6:58 AM

To: Miguel Rivera; 'AHANLEY@MEDENTECH.COM'

Cc: Bauman, Michael; Ho, Kanoelehua

Subject: RE: Entry Number U16-10064192

Good morning,
Are the labels that were uploaded to the DIS Docs, the labels that are on the product at the port?
The labels uploaded to the DIS Docs do not match the EPA master label. More specifically, the statement under the

Brand Name of Product does not match the master label and the label does not include the statement “You may also
contact [1-800-420-9236] for emergency medical treatment information.”



Please advise if the labels uploaded are the labels that are on the product at the port. Thank you.
Regards,

Kinmbarly Tomesak, Tife sowents

s Fovnronmenint Protecios Socues, Reson
Postictdes Secion

G Forsvith 50 SV Ao, GO 20000

Phons Fo {62 NaRrT

Facal Tomezak kimberlv@epagoy

From: Tomczak, Kimberly

Sent: Thursday, May 10, 2018 11:13 AM

To: 'Miguel Rivera' <mrivera@AmericanCargoExpress.com>; '"AHANLEY@MEDENTECH.COM'
<AHANLEY@MEDENTECH.COM>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Entry Number U16-10064192

Hi Miguel,

Can you upload the label (to the DIS Docs) that contains the Batch Number?
Piease upload the label by COB today. Thank you.

Regards,

Kunborh Tomesak Lo Secnia

IS Favviroronentat Protecton Aoenes, Koo &
Pesticrdes Scefion

G0 Forsvrhe StV Nboa, GO osag

Phone: H 302 8087

Fanad Tomezak kimberlv@epa.gov

From: Tomczak, Kimberly

Sent: Tuesday, May 08, 2018 2:32 PM

To: 'Miguel Rivera' <mrivera@AmericanCargoExpress.com>; '"AHANLEY@MEDENTECH.COM'
<AHANLEY@MEDENTECH.COM>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Entry Number U16-10064192

Hi Miguel,

Can you upload the label (to the DIS Docs) that contains the Batch Number? Thank you.
Regards,

Kunborly Poresad, Tale Sewenteg

US Lanviromuentad Protceton Necnoyv, Region |

Pestiendes Section
OF Forsvih S0OSMW Niboate, GO 30808



Phone: Jpond sy

Fnval Tomezak kimberlyvi@epa.goy

From: Miguel Rivera [mailto:mrivera@AmericanCargoExpress.com]

Sent: Tuesday, May 08, 2018 9:29 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; '"AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>

Subject: RE: Entry Number U16-10064192

Good morning,

Please note below from the customer.

Once a batch of tablets has been produced for your order, the batch number is reserved to our electronic system.
The product is then scheduled into production, the batch and expiry details are printed onto the tub labels and outer
labels prior to tub application.

All details are recorded onto batch records which are stored for each specific customer in accordance with HPRA (Irish
health Products Authority) regulations.

Our company is also fully GMP, ISO compliant.
Let me know if you need anything further.

Kind Regards
Nicola

Thank you,
Miguel Rivera
Echo Customs Entry

ACE USA & CANADA
American Carqgo Express
New Jersey Operations
2345 Vauxhail Rd

Union, NJ 07083

Tel: 908-351-3400 x 3050
Fax: 908-289-2490

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution , Order
Fulfiliment, Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more...
To learn more, please visit: http://www.americancargoexpress.com

American Cargo Express, Inc is CTPAT Certified. We are doing our part to keep your cargo and our country safe from
terrorism in the global supply chain. To learn more, please visit: http://chp.gov/xp/cgov/trade/cargo_security/ctpat/
or contact your local American Cargo Express, Inc. office.

From: Miguel Rivera

Sent: Monday, May 7, 2018 3:35 PM

To: Tomczak, Kimberly'; AHANLEY@MEDENTECH.COM
Cc: Bauman, Michael; Ho, Kanoelehua

Subject: RE: Entry Number U16-10064192




Hi Kimberly,
I will have an answer for you shortly | have requested the information from the customer.

Thank you,
Miguel Rivera
Echo Customs Entry

ACE USA & CANADA
American Cargo Express
New Jersey Operations
2345 Vauxhall Rd

Union, NJ 07083

Tel: 908-351-3400 x 3050
Fax: 908-289-2490

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution , Order
Fulfillment, Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more...
To learn more, please visit: http://www.americancargoexpress.com

American Cargo Express, Inc is CTPAT Certified. We are doing our part to keep your cargo and our country safe from

terrorism in the global supply chain. To learn more, please visit: http://cbp.gov/xp/cgov/trade/cargo_security/ctpat/
or contact your local American Cargo Express, Inc. office.

From: Tomczak, Kimberly [mailto: Tomczak.Kimberly@epa.gov]
Sent: Monday, May 7, 2018 11:13 AM '

To: Miguel Rivera; AHANLEY@MEDENTECH.COM

Cc: Bauman, Michael; Ho, Kanoelehua

Subject: RE: Entry Number U16-10064192

Hi Miguel,

The label States “B/No: XXXX”. My question is, when is the exact Batch Number added to the product label At what
stage in production is the lot/batch number added to the label/container?

Regards,

hiraherh Pomesadh Lo Seivnn

US Fanvivonzoenis: Protertion AR R‘«“;:EDM i
Posticnios Section

OF Tovarth Seo S Mbpas oA 0000

Phone: M AGY RONT

Fatul Tomezak kamberly@epa.gon

From: Miguel Rivera [mailto:mrivera@AmericanCargoExpress.com]

Sent: Monday, May 07, 2018 11:08 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; AHANLEY@MEDENTECH.COM

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Entry Number U16-10064192

Good morning,



1 am not sure | understand your question?

Thank you,
Miguel Rivera
Echo Customs Entry

ACE USA & CANADA
American Cargo Express
New Jersey Operations
2345 Vauxhall Rd

Union, NJ 07083

Tel: 908-351-3400 x 3050
Fax: 908-289-2490

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution , Order
Fulfiiment, Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more...
To learn more, please visit: http://www.americancargoexpress.com

American Cargo Express, Inc is CTPAT Certified. We are doing our part to keep your cargo and our country safe from
terrorism in the global supply chain. To learn more, please visit: http://cbp.gov/xp/cgov/trade/cargo security/ctpat/
or contact your local American Cargo Express, Inc. office.

From: Tomczak, Kimberly [mailto: Tomczak.Kimberly@epa.gov]
Sent: Monday, May 7, 2018 10:59 AM

To: Miguel Rivera; AHANLEY@MEDENTECH.COM

Cc: Bauman, Michael; Ho, Kanoelehua

Subject: RE: Entry Number U16-10064192

Hi Miguel,

I see that the exact batch number wasn’t included on the first label submitted.
At what stage in production is the lot/batch number added to the label/container?

Thank you.

Regards,

From: Tomczak, Kimberly

Sent: Friday, May 04, 2018 8:49 AM

To: 'Miguel Rivera' <mrivera@AmericanCargoExpress.com>; '"AHANLEY@MEDENTECH.COM'
<AHANLEY@MEDENTECH.COM>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Entry Number U16-10064192

Hi Miguel,
The label that you uploaded is still blurry. In order to process the entry, | will need to review a legible label.
Please upload a legible label by COB today, else the entry will have to be denied. Thank you.

Regards,



From: Tomczak, Kimberly

Sent: Thursday, May 03, 2018 7:11 AM

To: 'Miguel Rivera' <mrivera@AmericanCargoExpress.com>; AHANLEY@MEDENTECH.COM

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Entry Number U16-10064192

Hi Miguel,
The label that you uploaded is still blurry. In order to process the entry, | will need to review a legible label.
Please upload a legible label by COB today. Thank you.

Regards,

From: Miguel Rivera [mailto:mrivera@AmericanCargoExpress.com]

Sent: Wednesday, May 02, 2018 11:25 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; AHANLEY@MEDENTECH.COM

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Entry Number U16-10064192

Hello,
Well noted but they will come out a little blurred as they did the 1st time.

Thank you,
Miguel Rivera
Echo Customs Entry

ACE USA & CANADA
American Cargo Express
New Jersey Operations
2345 Vauxhall Rd

Union, NJ 07083

Tel: 908-351-3400 x 3050
Fax: 908-289-2490

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution , Order
Fulfillment, Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more...
To learn more, please visit: http://www.americancargoexpress.com

American Cargo Express, Inc is CTPAT Certified. We are doing our part to keep your cargo and our country safe from

terrorism in the global supply chain. To learn more, please visit: http://cbp.gov/xp/cgov/trade/cargo security/ctpat/

or contact your local American Cargo Express, Inc. office.

From: Tomczak, Kimberly [mailto: Tomczak.Kimberly@epa.gov]
Sent: Wednesday, May 2, 2018 11:21 AM

To: Miguel Rivera; AHANLEY@MEDENTECH.COM

Cc: Bauman, Michael; Ho, Kanoelehua

Subject: RE: Entry Number U16-10064192




Good morning,

Please upload the label to the DIS Docs. Thank you.

Regards,
Brvborby Pomesahs Talo seenng
US Finvwonmentad Prosecion Agcnen, Rooion |

Pesticrdes Soenon
OF Forsvth S0 SV Nrbaai, G 30500
Phone: 40 L5602 83087

Fanatl: Tomcezak kimberlv@epa.goy

From: Miguel Rivera [mailto:mrivera@AmericanCargoExpress.com]

Sent: Wednesday, May 02, 2018 11:19 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; AHANLEY@MEDENTECH.COM

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Entry Number U16-10064192

Good morning,

Please note attached

Thank you,
Miguel Rivera
Echo Customs Entry

ACE USA & CANADA
American Cargo Express
New Jersey Operations
2345 Vauxhall Rd

Union, NJ 07083

Tel: 908-351-3400 x 3050
Fax: 908-289-2490

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution , Order
Fulfillment, Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more...

To learn more, please visit: http://www.americancargoexpress.com

American Cargo Express, Inc is CTPAT Certified. We are doing our part to keep your cargo and our country safe from
terrorism in the global supply chain. To learn more, please visit: http://cbp.gov/xp/cgov/trade/cargo_security/ctpat
or contact your local American Cargo Express, Inc. office.

From: Tomczak, Kimberly [mailto: Tomczak.Kimberly@epa.gov]
Sent: Wednesday, May 2, 2018 11:04 AM

To: Miguel Rivera; AHANLEY@MEDENTECH.COM

Cc: Bauman, Michael; Ho, Kanoelehua

Subject: RE: Entry Number U16-10064192

Good morning,

The label you uploaded is not legible.



Please upload a legible label by COB today. Thank you.

Regards,

Rorberiv Tomwesank, Tee Scenins

DS Erovvonmonts! Protcenon Aecmey, Rewion |
I)a'\[if‘idx‘\ SCChOnH

OF Forsvihe 505V Nbpaga, Gy 0003

Phone: 10507 8087

Froal: Tomezak kimberlv@epa.gov

From: Miguel Rivera [mailto:mrivera@AmericanCargoExpress.com]

Sent: Wednesday, May 02, 2018 9:41 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; AHANLEY@MEDENTECH.COM

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Entry Number U16-10064192

Good morning,
Documents have been submitted, please note attached.

Thank you,
Miguel Rivera
Echo Customs Entry

ACE USA & CANADA
American Cargo Express
New Jersey Operations
2345 Vauxhall Rd

Union, NJ 07083

Tel: 908-351-3400 x 3050
Fax: 908-289-2490

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution , Order
Fulfillment, Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more...
To learn more, please visit: http://www.americancargoexpress.com

American Cargo Express, Inc is CTPAT Certified. We are doing our part to keep your cargo and our country safe from
terrorism in the global supply chain. To learn more, please visit: http://cbp.gov/xp/cgov/trade/cargo security/ctpat/
or contact your local American Cargo Express, Inc. office.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, May 2, 2018 7:00 AM

To: Miguel Rivera; AHANLEY@MEDENTECH.COM

Cc: Bauman, Michael; Ho, Kanoelehua

Subject: RE: Entry Number U16-10064192

Good morning,

A reminder that Entry Number U16-10064192 was given a Hold Intact because the label was not uploaded to the DIS
Docs.

10



Please upload the label within two business days. Thank you.

Regards,

Kovboriv Tomoab, Thie Seienna

S Povironmental Proncenon Aseney, Rewion |
Posticides Secnon

1 Forsvih S8V Sdanna, G4 2oian

Photier T LY 8987

Il Tomcezak kimberlv@cepa.eov

From: Tomczak, Kimberly

Sent: Tuesday, May 01, 2018 8:31 AM

To: 'MRIVERA@AMERICANCARGOEXPRESS.COM' <MRIVERA@AMERICANCARGOEXPRESS.COM>;
'"AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: Entry Number U16-10064192

Good morning,

Entry Number U16-10064192 was gi;/en a Hold Intact because the label was not uploaded to the DIS Docs.
Please upload the label within three business days. Thank you.

Regards,

Kuuborh Tomesad, Lo Sorenie

US Foaomened Proicction Agones, Rewon |
Presticstos dSection

OF Forsvth S6SWYW Nilaann G084 B0500

Phone: (015628087

LFavsol: Tomezak kKimberlviddepa.gov

11



Tomczak, Kimberlz :

From: MARTINEZ, ESMERALDA <ESMERALDA.MARTINEZ@cbp.dhs.gov>
Sent: Wednesday, July 25, 2018 1:50 PM

To: Tomczak, Kimberly

Subject: RE: Entry # U16-10064192

Perfect! Thanks!

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, July 25,2018 10:27 AM

To: MARTINEZ, ESMERALDA <ESMERALDA.MARTINEZ@cbp.dhs.gov>
Subject: RE: Entry # U16-10064192

Good afternoon,
Yes, | can provide you with a copy of the Stop, Sale Order and Vacatur letter.
Thank you,

Kunberh Tomesake Tafe Sewnts

PSS bavvmonmaonat Protecton Aovenov, Redion |
Posticnlos Section

61 Forsvdh S0SV A G i

Phonwe: 10406007 w07

Fanal: Tomezak kimberly@cpa.gov

From: MARTINEZ, ESMERALDA [mailto:ESMERALDA.MARTINEZ@cbp.dhs.gov]
Sent: Wednesday, July 25, 2018 1:24 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Thank you for the update Kimberly. Once the relabeling is completed, will you providing a letter response to
the Importer? If so, can you provide me with a copy and | will closed with compliance.

Thank you,

Esmeralda Martinez

Entry Specialist (Team 091)
U.S. Customs and Border Protection
Pharmaceuticals, Health & Chemicals Center



9777 Via De La Amistad San Diego, CA 92154
esmeralda.martinez@cbp.dhs.gov
Office (619) 671-8040 | Fax (619) 661-3178

This document and any attachment(s) may contain restricted, sensitive, and/or law enforcement-sensitive information
belonging to the US. Government. It is not for release, review, retransmission, dissemination, or use by anyone other than
the intended recipient. If you received this communication in error, please immediately notify the sender and delete or
destroy this communication and all attachments.

Click here for the Centers of Excellence and Expertise Directory

https://www.cbp.gov/trade/centers-excellence-and-expertise-information/cee-directory

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, July 25, 2018 9:59 AM

To: MARTINEZ, ESMERALDA <ESMERALDA.MARTINEZ@cbp.dhs.gov>
Subject: RE: Entry # U16-10064192

Good afternoon,
Thank you for your assistance.

We will be issuing a Stop, Sale Order for Entry U16-10064192. Once the Order has been issued, we will allow the
company to move the shipment to a EPA registered establishment to be relabeled.

Please let me know if you have any questions.

Regards,

Runborlv Tonwsake Dade Sans

US Fovnonneniad Proreetion e ney, Roegion
Pesinontes Secnion

61 Forsvith StoSW Ntbna GO 50005

Phone: 10 RSG2.80980

Fanaid Tomezak. kimberly@cpa.gov

From: MARTINEZ, ESMERALDA [mailto:ESMERALDA.MARTINEZ@cbp.dhs.gov]
Sent: Tuesday, July 24, 2018 12:56 PM
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>




Cc: GENNA, CARRIE <CARRIE.GENNA@cbp.dhs.gov>
Subject: RE: Entry # U16-10064192

Hello Kimberly,

Yes, the Port of Charleston can extend the end date. We are always more than willing to work with the broker/
importer with their compliance efforts. Let me know if you have any other questions.

Respectfully,

Esmeralda Martinez

Entry Specialist | Enforcement (Team 091)
Pharmaceuticals, Health & Chemicals Center

~
fx'

NTEU Chapter 105 Area VP/ Chief Steward Non-Uniform Personnel
esmeralda.martinez@cbp.dhs.gov | esmeralda.martinez@nteul05.org
Office (619) 671-8040 | Fax (619) 661-3178

This document and any attachment(s) may contain restricted, sensitive, and/or law enforcement-sensitive information
belonging to the US. Government. It is not for release, review, retransmission, dissemination, or use by anyone other than
the intended recipient. If you received this communication in error, please immediately notify the sender and delete or
destroy this communication and all attachments.

Click here to learn more about the ACE and Automate‘d Systems

https://www.cbp.gov/trade/automated

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Tuesday, July 24, 2018 9:44 AM

To: MARTINEZ, ESMERALDA <ESMERALDA.MARTINEZ@cbp.dhs.gov>
Cc: GENNA, CARRIE <CARRIE.GENNA@cbp.dhs.gov>

Subject: RE: Entry # U16-10064192

Good morning Officer Martinez,

Would CBP at the Port of Charleston be able to extend the end date for Entry U16-100641927

Thank you,

Kunberly Tomesah, Lide Seientst

'S Favvnonroesaal Proteenon Aoeney, Hegon |
Posticides Sertion



O1 Forsvihe SoSAY Nlan, Gy g
Phone: 1002 8087

sl Tomezak kimberlv@cepa.gov

From: GENNA, CARRIE [mailto:CARRIE.GENNA@cbp.dhs.gov]

Sent: Monday, July 23, 2018 7:57 AM

To: MARTINEZ, ESMERALDA <ESMERALDA.MARTINEZ@cbp.dhs.gov>
Cc: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: FW: Entry # U16-10064192

Importance: High

There is a VA assigned to you on this entry. Can you please advise EPA and the customs broker how to proceed.

Thank you,

CBPO Carrie Genna

Cargo Release Team

U.S.Customs and Border Protection
200 East Bay street

Charleston, SC

843-579-6535
Carrie.genna@chp.dhs.gov

Or 1601cargorelease@chp.dhs.gov

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Sent: Friday, July 20, 2018 12:18 PM

To: GENNA, CARRIE <CARRIE.GENNA®cbp.dhs.gov>
Subject: FW: Entry # U16-10064192

Importance: High

Good afternoon,

If we issue a Stop, Sale order for Entry U16-10064192, would CBP at the Port of Charleston be able to extend the end
date? See email below.

Thank you,
Runberly Tomesak, Lide Saicntis
LS Foviconmmeniad Prorection Aoenoy, Rewion |

Posticrdos Seetions
61 Forsvth SLoSAY Athn, G 0308
Phoune: 0156028087

Fanad: Tomezak kimberly@epa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 19, 2018 9:26 AM
To: Tomczak, Kimberly <Tomczak.Kimberly @epa.gov>




Subject: FW: Entry # U16-10064192
Importance: High

Kimberly,
Thank you for your help this morning.

Please let me know if you are successful extending the Charleston CBP end-date of 7/28/18 to match your
end-date of 8/13/18.

Regards,

Chris Sebley | Senior Manager FProcureman!

Zoetis | Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

Please consider the environment before printing this emaill Thank you.

From: Sebley, Christopher H

Sent: Tuesday, July 17, 2018 3:11 PM
To: Tomczak.kimberly@epa.gov

Cc: Bucher, Art

Subject: FW: Entry # U16-10064192
Importance: High

Kimberly, -

I was checking the EPA registry and found that the site currently storing the product in question is EPA
registered. Is this sufficient to complete the re-labelling here?

Regards,

. Chris Sebiey | Senior Managsr, Procuremant

Zoetis | Global Biodevices and Automation| 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

Please consider the environment before printing this emaill Thank you.
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From: Sebley, Christopher H

Sent: Tuesday, July 17, 2018 8:49 AM
To: 'Tomczak, Kimberly'

Subject: RE: Entry # U16-10064192

Kimberly,
I have located a company that will re-label the product in the Atlanta area.

PCA —Atlanta

6300 Boat Rock Blvd
Suite E

Atlanta, GA 30336

It is 24 miles from the current warehouse in Marietta GA (Zoetis Marietta Logistics Center, 1950 West Oak
Circle, Marietta, GA) where the product is located. They will apply to become an EPA registered site to
perform this work.

Please let me know as soon as you can if this acceptable. If not I need to start the export process as Customs
has a dead line of 7/28/18 for this material to leave the country.

Regards,
Chris Sebiey | Senior Managar Procurement
Zoetis | Global Biodevices and Automation; 1040 Swabia Ct, Durham, NC 27703 USA .

Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com
Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

Please consider the environment before printing this email! Thank you,

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 3:12 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

NOTICE: This message originates from an external sourae.

Hi Chris,

Unfortunately, the product would need to be relabeled at a facility that is located near where the product is currently
being held (Marietta, GA).



Regards,

Kunborls Tomesulh, CreTig

US Foviromcnial i’: weetien: Nueney, Hooion
Postiondes Sectzon

i1 i\u}'\%\ti SEOSAY Saihona C0N SR

li BTN i 2. RiER

Lonvagh: l()m(/dL kimberly@cpa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 12, 2018 3:05 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

The Kalamazoo site is the closest Zoetis site we have to the warehouse in Marietta, GA that is registered.

would transport it there to be relabeled and then return it per you approval.

Is there a transportation protocol we can follow to satisfy transporting the material this distance?
Regards,

Chris Sebley | Senior Manager Frocuremenl

Zoetis | Global Biodevices and Automationi 1040 Swabia Ct, Durham, NC 27703 USA

Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com
Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

Please consider the environment hefore printing this emaill Thank you.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 3:00 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

NOTICE: This message originates from an external source.

We

Good afternoon,

The product would need to be relabeled at a facility that is located near where the product is currently being held
(Marietta, GA).



Regards,

Nuonheriv Tomeznk, bade Setenins

¥

US Ponvronmonimd Proscction Auones, Roson
PPosticides Seetion

G Forsvthe SoSW o Nhoea, GA So00)
Phoner 0106208047

Fuanl: Tomezak kimberly@cpa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 12, 2018 2:58 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

Zoetis has a site in Kalamazoo MI that I have been told is an EPA registered site. I will find out the details and
send them to you.

Regards,

Chris Sebley | Senior Manager, Procurement

Zoetis | Global Biodevices and Automatlong 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

Please consider the environment before printing this emaill Thank you.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 2:10 PM

To: Sebley, Christopher H

Cc: Doireann O'Brien

Subject: RE: Entry # U16-10064192

NOTICE: This message orniginates from an external source.

Hi Christopher,

If we were to allow you to relabel the product, where would the relabeling take place? The product would need to be
relabeled in a EPA Registered Establishment.

Thank you,

Nuonherh Poanesak, Fale Beienin



DS Foviroraneuin Piotceton Nveney, Hovion o
Posticdes Section
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Pananl: Tomezak kimberly@cepa.sov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Wednesday, July 11, 2018 8:45 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Re: Entry # U16-10064192

Kimberly,

We would get enough labels from the manufacturer that match the master label you have on file. They have revised the
label recently to ensure they match.

Regards,
Chris Sebley
Sent from my iPhone

On Jul 11, 2018, at 8:38 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote:

NOTICE: Thiz message originates from an eaternal source.

Hi Chris,
If we allowed you to relabel this product, would you relabel using the last EPA registered label?
Or were you looking to make a notification/amendment change to revise the label?

Thank you,

Barbe v Tomesads, Tile Soronie

U'S Frovivonmenial Protcrnon Agenes . oo
1’(\?4\ é‘.f(‘?« RTRRTSTE

1 Poray th oSV N, 0y ionan

Phoneo: 190000 8687

Pt Tomezak kimberlv@cepa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Friday, July 06, 2018 10:52 AM

To: Tomczak, Kimberly <Tomczak.Kimberly @epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Re: Entry # U16-10064192

10



Good morning,

The product is being held in a Zoetis warehouse in Marietta, GA.

Regards,
Chris Sebley

Sent from my iPhone

On Jul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote:

NOTICE: This messaue originates from an external source.

Good morning,
We have received your email and are currently looking into your request.
Where is this shipment currently being held?

Thank you,

Bonvberhy Tomezak, Tafe Serenns

Us Faivvrotonentad Protection Neenev, Reaton |
Ponttondos oot

OF Forsveln SeSW b, GO Ssns

Plhioie; Mt 5600 8087

Foond Tomezak kimberly@cepa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Monday, July 02, 2018 3:31 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Entry # U16-10064192

Ms. Tomczak,

I am following up on this container load that was refused entry. Entry # U16-10064192.

MBL # HLCUDUB180400955

CARTONS: 15 PALLETS / 1200 CASES — ANTI BACTERIAL TABLETS
ORIGIN - DUBLIN, IRELAND

VSL: PHILADELPHIA EXPRESS 053W

ETD: 415/18

CONTAINER SIZE: CAIU9098991 — 40HC

DESTINATION — CHARLESTON, SC

1. In the latter part of May this container was trucked from the port to our warehouse in
Marietta GA with no instructions surrounding the “bond” status accompanying it. The
container was unloaded and placed in our stock. As of 6/29/18 the stock has been

11



placed on “hold”. However in the interim 48 of the 1200 cases of product was shipped
out to an end customer and consumed.

2. The letter attached and a subsequent letter (0322 001) gave the options for
destruction of the product or re-export and have the label issue resolved. We would
prefer the option to re-export the product. Rather than ship the product back to the
manufacturer in Ireland, can these cases be relabeled in an EPA registered facility here
in the USA?

Please let us know how to proceed.

Regards,

Chris Sebley | Semor Manager Procurament

Zoetis | Global Biodevices and Automation| 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 : christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

<image001.gif>
Please consider the environment before printing this email! Thank you.

12



From: Crane, John P [mailto:john.p.crane @zgetis.com]

Sent: Thursday, August 30, 2018 9:02 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Thanks Kimberly. In answer to your question, | have just had it confirmed that no we do not.

Best regards, John

John P. Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis
FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 8:04 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This messages originates from an external souce.

Hi John,
The SSURO only applies to the two shipments in the SSURO.
Do you have another shipment that arrived in the US that contains the same misbranded product?

Regards,

[

Kirnherh Fomerah, 1l Sowns

US Fonvronmeniad Prowetons Aecney, Hewion |
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ol Tomezak. kimberly@epa.gov

From: Crane, John P [mailto:john.p.crane @zoetis.com]
Sent: Wednesday, August 29, 2018 1:30 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kimberly:
Jennifer is on vacation this week so | contacting you. | have an update and a question.

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance.

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments
specified in the SSURO. | ask because we have new stock on order that will be labeled with fully compliant labeling and
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that.

Many thanks.

Best regards, John

John P. Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.8098 | Cell: 269.760.1241 ! john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetlis
FOR ANIMALS. FOR HEALTH. FOR YGU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, August 23, 2018 4:24 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257




NOTICE: This message originates from an external source.

Hi Jennifer,
A photo of each stack will suffice.

I hope that helps. If you would like to discuss further, please let me know.

Regards,

Womheriv Pormesn b, Tale Sonend

DS Brvvwommoonid Proteotios Saoney, Bewion |
Posticides Sectos

OF Forsetho St SYY Nl 00y ik

Phone: Wi jny 8ON7

il Tomezak kimberly@cpa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Wednesday, August 22, 2018 1:09 PM

To: Tomczak, Kimberly <Tomczak Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

Thanks for your message. To make sure | understand the requirements, can you please clarify if a photo of each stack,
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit?

Thanks in advance for your assistance!

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, August 22, 2018 9:54 AM

To: Harmer, lennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This messags onginates from an exterral soues

Hi Jennifer,

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked
together.



I hope that helps. If you would like to discuss further, please let me know.
Regards,

Ionberhy Fonesnk, Lide Saeaus

US Povoonmeniad Prodccton Sucnoy, Rosion
Pesticgdes Section

GF Porsube st S8 Nl G008 0o

Phone: Ho L0y sas7

Lend: Tomezak. kimberly@cepa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Tuesday, August 21, 2018 2:27 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,
I hope your Tuesday is going welll

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we
should submit pictures?

Thanks in advance for your assistance. We really appreciate your support.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Monday, August 20, 2018 3:12 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane @zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an extems! source

Hi Jennifer,
It was nice talking with you earlier.

Glad | could be of assistance. | will wait to hear back from you when the product has been relabeled.

Regards,



honbords Fomwesanb, Tifc Secte

IS Poovronanenud Pootocn Sovnev, Howson |
Postiondes Section

O ol SSAY ahoaa, G B0

Phone: 1015002 8087

Finul: Tomezak kimberlv@cpa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, August 20, 2018 2:44 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Tomczak,

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line
review of the artwork and have made some additional minor revisions in order to comply with the master label. The
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply
with the language on the master label for end-use products packaged in containers with sizes of less than 50

pounds. The marked up artwork was sent to Medentech on Friday, August 17™" with a request to expedite these label
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac’s
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR
156.10(f) which requires labels to bear the establishment number of the final establishment at which the product was
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases
along with a certification that the re-labeling has been completed.

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and
then issue a vacate letter at which time we may distribute the product.

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me
with any questions or concerns.

Regards,

Jennifer

Jennifer C. Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or



any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Monday, August 20, 2018 10:16 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message onginates from an exiornal souree

Hi lennifer,
Yes, | am available today to discuss Case No. FIFRA-04-2018-3257.

I am available anytime today until 5PM. Let me know what time works best for you.
Regards,

Raoiberby Tomezalh, Tie Sewns,

3 s . e i
voboctons Doy, Rewion

US Lovronmesial
Pesiendes Seetion
O Forsvith 5oV Aboa, Gy 30003
Phone: 10 5L062 85087

Il Tomezak.kimberlv@cepa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Friday, August 17, 2018 11:17 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: Case No. FIFRA-04-2018-3257

Dear Officér Tomczak,

| would first like to introduce myself. My name is Jennifer Harmer and | am in the US Regulatory Affairs group at

Zoetis. | am writing in regards to Case No. FIFRA-04-2018-3257 for Inovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on
Monday, August 20' for a phone call? We would like to provide you with the current status of the request and the
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent).

Thanks in advance and | look forward to speaking with you.



Regards,
Jennifer

Jennifer C, Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.
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Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on
the label.

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO?

Thanks!
Jennifer

Jennifer C. Harmear

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 9:09 AM

To: Crane, John P <john.p.crane @zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov> .
Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE. This message ongimates from an external source.

HiJohn,

Other shipments of the product can be imported. The label should be in compliance of FIFRA.

Regards,

Nnberly Porzn. Laite Soanne

T Frovirormennn! Protecion Noenev, Hogoy |
Posticides becino

O Porsvihy SuoSVU Ndunt, Lo 0

Phoper 01062808,

1

oot Tomezak kimberly@cepa.gov




From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Thursday, August 30, 2018 9:02 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Thanks Kimberly. In answer to your question, | have just had it confirmed that no we do not.

Best regards, John

John P. Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 : john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis
FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 8:04 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

WOTICE: This message onginaies from an exiornal sourge,

Hi John,
The SSURO only applies to the two shipments in the SSURO.

Do you have another shipment that arrived in the US that contains the same misbranded product?

Regards,
Kinberhy Foresado Foede Sorentn
s Foviconmnonn! Provceton Aeenev, Rewon o



Pelicidos Seenon

G oyt SUSYY Ao, (0
Mioner UL HNNT
|

i
I
ot Tomezak kimberly@cepa.gov

From: Crane, John P [mailto:john.p.crane@zoetis.com]
Sent: Wednesday, August 29, 2018 1:30 PM

To: Tomczak, Kimberly <Tomczak.Kimherly@epa.gov>
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kimberly:
Jennifer is on vacation this week so | contacting you. | have an update and a question.

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance.

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments
specified in the SSURO. | ask because we have new stock on order that will be labeled with fully compliant labeling and
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that.

Many thanks.

Best regards, John

John P. Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU,

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, August 23, 2018 4:24 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257




NOTICE: This messags onginates from an 2xternal source

Hi Jennifer,
A photo of each stack will suffice.

I hope that helps. If you would like to discuss further, please let me know.

Regards,

Ruvborh Toumwszall Fale Sawcnne

US Pavveonnonts! Protoeron Aacev, Rovner
Postiosdes Secno

HF Foorsvthe 50 o0 Naa, 100 Q0000

Phomes 100150020 S0%7

I ound: Tomcezak . kimberlv@cepa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Wednesday, August 22, 2018 1:09 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

Thanks for your message. To make sure | understand the requirements, can you please clarify if a photo of each stack,
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit?

Thanks in advance for your assistance!

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, August 22, 2018 9:54 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an external source,

Hi Jennifer,

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked
together.



I hope that helps. If you would like to discuss further, please let me know.
Regards,

Nonborv Pomerak, Tie Saens

DS Paevonnea! Protection Aweney, Roson |
Postictdes Soetion

O Foravilo v S5 b, oy s

Phone Ju a0 T

Pl Tomezak.kimberly@cepa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Tuesday, August 21, 2018 2:27 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,
I hope your Tuesday is going well!

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we
should submit pictures?

Thanks in advance for your assistance. We really appreciate your support.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Monday, August 20, 2018 3:12 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This messays originates from an exiernal source.

Hi Jennifer,
It was nice talking with you earlier.
Glad 1 could be of assistance. | will wait to hear back from you when the product has been relabeled.

Regards,



Runhaly Tomesnh, T Son

US Pavronmentad Prosesin Sacno, Koo sion
E’mnc'mw SUtion

G Forsvih SUSYY Arfaoi 8 Do

Phone: 1o b ons 8ud7

il Tomezak kimberlv@cpa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, August 20, 2018 2:44 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Tomczak,

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line
review of the artwork and have made some additional minor revisions in order to comply with the master label. The
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply
with the language on the master label for end-use products packaged in containers with sizes of less than 50

pounds. The marked up artwork was sent to Medentech on Friday, August 17™ with a request to expedite these label
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac’s
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR
156.10(f) which requires labels to bear the establishment number of the final establishment at which the product was
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases
along with a certification that the re-labeling has been completed.

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and
then issue a vacate letter at which time we may distribute the product.

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me
with any questions or concerns.

Regards,

Jennifer

Jennifer C. Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
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any action taken (or not taken} in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Monday, August 20, 2018 10:16 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an sxlernal source,

Hi Jennifer,
Yes, | am available today to discuss Case No. FIFRA-04-2018-3257.

I am available anytime today until 5PM. Let me know what time works best for you.

Regards,

Konbhorlbv Pomesnb Tale Seenns

s Tavronmcwad Poodconion Avsenes, Reaon
Postcidos section

OF Foravth S0osW Wi, Gy 2oses

Plione: 10150629057

Foval Tomezak kimberly@cepa.gov

From: Harmer, Jennifer [mailto:iennifer.harmer@zoetis.com]

Sent: Friday, August 17, 2018 11:17 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebiey@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: Case No. FIFRA-04-2018-3257

Dear Officer Tomczak,

| would first like to introduce myself. My name is Jennifer Harmer and | am in the US Regulatory Affairs group at

Zoetis. | am writing in regards to Case No. FIFRA-04-2018-3257 for Inovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on
Monday, August 20" for a phone call? We would like to provide you with the current status of the request and the
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent).

Thanks in advance and | look forward to speaking with you.



Regards,
Jennifer

Jennifer C. Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the

sender immediately.
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61 Forsyth Street, SW Atlanta, GA 30303 | Voice: 404-562-9038 | Email: bingham.kimberly@epa.gov

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain,
copy, or disseminate this message or any part of it. If you have received this message in error, please notify the sender
immediately by e-mail and delete all copies of the message.

From: Tomczak, Kimberly

Sent: Tuesday, October 23, 2018 7:12 AM

To:“Bingham, Kimberly <Bingham.Kimberly @epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: FW: Case No. FIFRA-04-2018-3257

Kimberly,
Zoetis notified me that they would like to now export the shipments that are included in the SSURO.

Since they no longer wish to relabel, how do we close out of the SSURO? In addition, it may now be over 90 days, so can
we pursue a penalty action?

Regards,

Nonnberiy Vonesak Pale Scennss

US Fovhonmenial Protecton Aeenee, Region |
Pesticides Seciion

o Forsvrh S0\ Nl GO s

Phone: 10 ES02.8987

il Tomezak . kimberly@cepa.gov

From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Monday, October 22, 2018 11:30 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly:
My colleague Jennifer Harmer is travelling this week hence this email from me.

The relabeling operation was commenced last week at Contrapac but it was found that the wording from the original
label was not completely obscured by the new label, so the operation was immediately halted.

Medentec has now decided to export the two shipments back to their facility in Ireland and relabel or repackage there.
Please can you advise as to what is needed from EPA to allow this export (SSURO, II. ORDER, 20. (a)). | am not sure if we

need another letter releasing these two shipments from the SSURO.

Thank you in advance.



John P, Crang

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 ' john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Harmer, Jennifer

Sent: Thursday, October 18, 2018 11:35 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim,
Attached are the labels that will be used for relabeling the two shipments.
Please do not hesitate to contact me with additional questions or concerns.

Thanks!
Jennifer

Jennifer C. Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyane else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, October 18, 2018 9:40 AM
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>




Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This messags originates from an extornal source.

o

Good morning,
Thank you for the update. Can you send me a copy of the label that you plan to use for relabeling the products?

Thank you,

Nnnborhv Tomesab, Lie Sownne

DS Loearcranene: Proscenon Asenen, Heion |
Postendes me o

G Forsvtl Sooss N, 000 s

Plhiora: 0] 002 80587

Linash Tomezak. kimberly@cepa.sov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Thursday, October 18, 2018 9:15 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly,

In response to your questions below, please note that the re-labeling of the two shipments outlined in the SSURO is in
progress. We anticipate that the relabeling will be completed next week. We will be in touch once the relabeling is
complete.

Please do not hesitate to contact me with any additional questions.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, October 17, 2018 5:43 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message onginates from an external source.

Good afternoon,



What is the status of these two shipments that are outlined in the SSURO? Have they been relabeled?

Regards,

Iberiv Fomevab, Tae Seienin

DS Lanvoronmeniad Prodcoton Aovne s Reogs
Postiondos Soctien

1 Porarth se s Al £ 0 00500
Paone: [0 5002 R0RT
Fanaih Tomezak. kimberly@cepa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Thursday, September 27, 2018 5:11 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

| am writing to follow-up on the amendment to the SSURO. Do you happen to have any information on when we can
expect to receive the amendment?

Thanks in advance!

Jennifer

From: Harmer, Jennifer

Sent: Wednesday, September 19, 2018 5:33 PM

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com> '

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

There is an error in the number below. The correct establishment number is 52270-GA-03 and the address is 5400
- Bucknell Drive, Atlanta, GA 30336.

Apologies for the confusion and thanks again for your assistance.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, September 19, 2018 4:37 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257




NOTICE: This message originates from an axnternal nouine

Hi Jennifer,

Below you state that you would like to relabel the product at EPA Est. No. 52770-GA-03. Is that the correct number?

Thank you,

Novberly Poresnb, Tile Sosnas

ES Praromnenind Pronanion Auonay, oz |
Postiendos Seetion
1 Forsvth StoSW N, £08 30000

Phione: {0 LA0GY 8957

ol Tomezak kimberly@cpa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Monday, September 17, 2018 1:44 PM

To: Bauman, Michael <bauman.michael@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Bauman,
Thank you for the information. | will discuss with Officer Tomczak when she returns to the office tomorrow.

Thanks!
Jennifer

From: Bauman, Michael [mailto:bauman.michael@epa.gov]

Sent: Monday, September 17, 2018 11:54 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an external source.

Good morning Ms. Harmer,

At this time, the product’s location and any manipulation of the product must remain in compliance with the SSURO that
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order (SSURO) wouid require an
amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the
same docket number.

If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the
matter further with Ms. Tomczak when she returns to the office tomorrow..

Regards,



Michael

Michael L. Bauman, MS | Life Scientist, Pesticides Section ' Chemical Safety and Enforcement Branch
Air, Pesticides and Toxics Management Division | U.S. Environmental Protection Agency Region 4
61 Forsyth Street, SW Atlanta, GA 30303 | Tel: 404-562-8962 | Email: bauman.michael@epa.gov

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain,
copy, or disseminate this message or any part of it. If you have received this message in error, please notify the sender
immediately by e-mail and delete all copies of the message.

From: Harmer, Jennifer [maiito:jennifer.harmer@zoetis.com]
Sent: Monday, September 17, 2018 11:36 AM

To: Bauman, Michael <bauman.michael@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Bauman,

| just received Officer Tomczak’s out of office and so am hoping you can address a question that we have regarding Case
No. FIFRA-04-2018-3257.

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on
the label.

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03} is acceptable and
complies with the requirements of the SSURO?

Thanks in advance for your assistance and | look forward to hearing from you.

Regards,
Jennifer

Jennifer C. Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the

sender immediately.



From: Harmer, Jennifer

Sent: Monday, September 17, 2018 11:27 AM

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: FW: Case No. FIFRA-04-2018-3257

Hi Kimberly,
Happy Monday! | hope you had an enjoyable weekend.

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on
the label.

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO?

Thanks!
Jennifer

Jennifer C. Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 9:.09 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originales from an sxternal source



Hi John,

Other shipments of the product can be imported. The label should be in compliance of FIFRA.

Regards,

Bonrboriv Tonwesak o bale Sononi
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OF Forsvily 500V Neba, oo onnn
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Favor: Tomezak kimberly@cepa.gov

From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Thursday, August 30, 2018 9:02 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Thanks Kimberly. In answer to your question, | have just had it confirmed that no we do not.

Best regards, John

John P. Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 8:04 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

10



NOTICE: This message originates from an extermal source.

Hi John,
The SSURO only applies to the two shipments in the SSURO.

Do you have another shipment that arrived in the US that contains the same misbranded product?

Regards,

Pomborh Fomeral, Tabe Sawenos
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From: Crane, John P [mailto:john.p.crane@zoetis.com]
Sent: Wednesday, August 29, 2018 1:30 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kimberly:
Jennifer is on vacation this week so | contacting you. | have an update and a question.

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance.

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments
specified in the SSURO. | ask because we have new stock on order that will be labeled with fully compliant labeling and
which might be ready for shipment from Medentech, ireland to the US even before we receive the vacate letter from
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that.

Many thanks.

Best regards, John

John P, Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.
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LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, August 23, 2018 4:24 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an external sowce

Hi Jennifer,
A photo of each stack will suffice.
I hope that helps. If you would like to discuss further, please let me know.

Regards,

Feaniberhy Tomesakh, Dile Seras

ES Povvsonmcnad Pooteonns Aacnoy, Bewion i
Posticides Section

O Foasvity SUSMW Alara, G Bunii

Phone: 101562 80957

ol Tomezak. kimberly@epa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Wednesday, August 22, 2018 1:09 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

Thanks for your message. To make sure | understand the requirements, can you please clarify if a photo of each stack,
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit?

Thanks in advance for your assistance!

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, August 22, 2018 9:54 AM

12



To: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Cc: Crane, John P <john.p.crane@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an exiernal source.

Hi Jennifer,

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked
together.

I hope that helps. If you would like to discuss further, please let me know.
Regards,

Konborls Tomerale Tale Setcnns

US Livieonnesnal Protection Aacne, Boaion |
Pestiorios Soction

1 Forsvith 5SS Nbinna 00 B05a8

Phone: 1005072 85007

ool Tomezak. kimberly@cpa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Tuesday, August 21, 2018 2:27 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,
| hope your Tuesday is going well!

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we
should submit pictures?

Thanks in advance for your assistance. We really appreciate your support.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Monday, August 20, 2018 3:12 PM
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

13



Cc: Crane, John P <john.p.crane@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message onginates from 3 external source,

Hi Jennifer,
It was nice talking with you earlier.

Glad I could be of assistance. | will wait to hear back from you when the product has been relabeled.

Regards,

Il Domezal s il saenn
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, August 20, 2018 2:44 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Tomczak,

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line
review of the artwork and have made some additional minor revisions in order to comply with the master label. The
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply
with the language on the master label for end-use products packaged in containers with sizes of less than 50

pounds. The marked up artwork was sent to Medentech on Friday, August 17" with a request to expedite these label
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac’s
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR
156.10(f) which requires labels to bear the establishment number of the final establishment at which the product was
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases
along with a certification that the re-labeling has been completed.

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and
then issue a vacate letter at which time we may distribute the product.

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me
with any questions or concerns.

Regards,

14



Jennifer

Jennifer C. Harmar

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Monday, August 20, 2018 10:16 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NGTICE: This mesgage origmates rom an oxternal source.

Hi Jennifer,
Yes, | am available today to discuss Case No. FIFRA-04-2018-3257.

1 am available anytime today until 5PM. Let me know what time works best for you.

Regards,

Kinborts Tomerak, Tie Soenting

US Fovronmomal Proscciion Avenov, Region |
Posticrdes Scction

OF Forsuvthe S0V Ao, (A 50800

Phone: 101562 8087

Frul Tomezak kimberly@cepa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer @zoetis.com]

Sent: Friday, August 17, 2018 11:17 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane @zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com> :

Subject: Case No. FIFRA-04-2018-3257

15



Dear Officer Tomczak,

I would first like to introduce myself. My name is Jennifer Harmer and | am in the US Regulatory Affairs group at

Zoetis. | am writing in regards to Case No. FIFRA-04-2018-3257 for Inovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on
Monday, August 20" for a phone call? We would like to provide you with the current status of the request and the
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consuitant, Exponent).

Thanks in advance and | look forward to speaking with you.

Regards,
Jennifer

Jennifer C, Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.
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From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Monday, October 22, 2018 11:30 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly:
My colleague Jennifer Harmer is travelling this week hence this email from me.

The relabeling operation was commenced last week at Contrapac but it was found that the wording from the original
label was not completely obscured by the new label, so the operation was immediately halted.

Medentec has now decided to export the two shipments back to their facility in Ireland and relabel or repackage there.
Please can you advise as to what is needed from EPA to allow this export (SSURO, Il. ORDER, 20. (a)). | am not sure if we
need another letter releasing these two shipments from the SSURO.

Thank you in advance.

John P. Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Harmer, Jennifer

Sent: Thursday, October 18, 2018 11:35 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim,
Attached are the labels that will be used for relabeling the two shipments.

Please do not hesitate to contact me with additional questions or concerns.



Thanks!
Jennifer

Jennifer C. Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, October 18, 2018 9:40 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an external sourcse,

Good morning,

Thank you for the update. Can you send me a copy of the label that you plan to use for relabeling the products?

Thank you,
Rouberhv Fomozako Life SCenne
US Ponoomnerant Protecnan: Yeorey, Rogon

Posnendos Sootion
61 Forsvth SeSYY Nibore, {500 Donns
Prhone; VLS00 SN

-

ool Tomezak.kimberly@cepa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Thursday, October 18, 2018 9:15 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua

<ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly,



In response to your questions below, please note that the re-labeling of the two shipments outlined in the SSURO is in
progress. We anticipate that the relabeling will be completed next week. We will be in touch once the relabeling is
complete.

Please do not hesitate to contact me with any additional questions.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, October 17, 2018 5:43 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an externz! source.

Good afternoon,

What is the status of these two shipments that are outlined in the SSURO? Have they been relabeled?

Regards,

Nunherby omesah, Tio som

US Provsonoennal Prorceaon Aocuon, Boson |
Posiiondos Soction

G Porsath StOSA\Y Nifane Gy Sunnd

Plhone: F002 8087

ol Tomezak. kimberly@cepa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Thursday, September 27, 2018 5:11 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

| am writing to follow-up on the amendment to the SSURO. Do you happen to have any information on when we can
expect to receive the amendment?

Thanks in advance!

Jennifer



From: Harmer, Jennifer

Sent: Wednesday, September 19, 2018 5:33 PM

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

There is an error in the number below. The correct establishm_ent number is 52270-GA-03 and the address is 5400
Bucknell Drive, Atlanta, GA 30336.

Apologies for the confusion and thanks again for your assistance.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, September 19, 2018 4:37 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an external source.

Hi Jennifer,
Below you state that you would like to relabel the product at EPA Est. No. 52770-GA-03. Is that the correct number?

Thank you,

Kruberhy Tomesak, Lo Sewen

US Fovronmentad Proteciion Aecnev, Rearan |
Postiosdos Section

OF Forsviho St N, GOy BOso0n

Phone:r 01500 3087

Il Tomezak kimberly@cepa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Monday, September 17, 2018 1:44 PM

To: Bauman, Michael <bauman.michael@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Bauman,

Thank you for the information. | will discuss with Officer Tomczak when she returns to the office tomorrow.



Thankst!
Jennifer

From: Bauman, Michael [mailto:bauman.michael@epa.gov]

Sent: Monday, September 17, 2018 11:54 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from a0 sxlernal sourcs.

Good morning Ms. Harmer,

At this time, the product’s location and any manipulation of the product must remain in compliance with the SSURO that
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order (SSURO) would require an
amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the
same docket number.

If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the
matter further with Ms. Tomczak when she returns to the office tomorrow..

Regards,
Michael

Michael L. Bauman, MS | Life Scientist, Pesticides Section | Chemical Safety and Enforcement Branch
Air, Pesticides and Toxics Management Division | U.S. Environmental Protection Agency Region 4
61 Forsyth Street, SW Atlanta, GA 30303 | Tel: 404-562-8962 | Email: bauman.michael@epa.gov

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain,
copy, or disseminate this message or any part of it. If you have received this message in error, please notify the sender
immediately by e-mail and delete all copies of the message.

From: Harmer, lennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, September 17, 2018 11:36 AM

To: Bauman, Michael <bauman.michael@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Bauman,

I just received Officer Tomczak’s out of office and so am hoping you can address a question that we have regarding Case
No. FIFRA-04-2018-3257.

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling



operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on
the label.

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03) is acceptable and
complies with the requirements of the SSURO?

Thanks in advance for your assistance and | look forward to hearing from you.

Regards,
Jennifer

Jennifer C. Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthaorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken} in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Harmer, Jennifer

Sent: Monday, September 17, 2018 11:27 AM

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: FW: Case No. FIFRA-04-2018-3257

Hi Kimberly,
Happy Monday! | hope you had an enjoyable weekend.

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on
the label.

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO?

Thanks!
Jennifer

Jennifer C. Harmer



Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 9:09 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

MOTICE: This message onyginates from an exiernal source.

Hi John,
Other shipments of the product can be imported. The label should be in compliancé of FIFRA.
Regards,

unborhy Tomesal Lite Sorc e

US Ianwommentd Protecion

veoney, Region |
Postiowdes Seotion

O Forsvile St S\ Adunn, G4 0000

Phone: W LO6G2 8087

Fanruls Tomezak kimberlv@cpa.gov

From: Crane, John P [mailto:john.p.crane@zoetis.com}

Sent: Thursday, August 30, 2018 9:02 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
. <ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Thanks Kimberly. In answer to your question, | have just had it confirmed that no we do not.

Best regards, John

John P. Crane
Director, US Regulatory Affairs
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Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 8:04 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an external source.

HiJohn,
The SSURO only applies to the two shipments in the SSURO.
Do you have another shipment that arrived in the US that contains the same misbranded product?

Regards,

unberh Tomesnk il Scenti

US L nraentad Proteenon Ageney, Rosin |
Pesticrdes Secton

O Forsveh S0 SV Arboaa, 008 300y

Pricne: b o sy

it Tomezak.kimberly@cpa.gov

From: Crane, John P [mailto:john.p.crane@zoetis.com]
Sent: Wednesday, August 29, 2018 1:30 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kimberly:

11



Jennifer is on vacation this week so | contacting you. | have an update and a question.

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance.

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments
specified in the SSURO. | ask because we have new stock on order that will be labeled with fully compliant labeling and
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that.

Many thanks.

Best regards, John

John P. Crane

Director, US Regulatory Affairs '

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 : john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis
FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, August 23, 2018 4:24 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE. This message originates from an external source.

Hi Jennifer,

A photo of each stack will suffice.

| hope that helps. If you would like to discuss further, please let me know.
Regards,

Kinborlv Tooesak, Tl Scionns
US Painvivonre nial Proscenion Aaoney, RKewon

12



Postundes Seeuon
GF Foraernn 30 SV Saficna, €08 0
Phone: 4005078957

Uireol: Tomezak kimberly@cepa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Wednesday, August 22, 2018 1:09 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

Thanks for your message. To make sure | understand the requirements, can you please clarify if a photo of each stack,
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit?

Thanks in advance for your assistance!

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, August 22,2018 9:54 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NGTICE: This message originates from an exlernal scurce.

Hi Jennifer,

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked
together.

| hope that helps. If you would like to discuss further, please let me know.
Regards,

Iunboeriv Tomessde Tale Sonnns

U'S Panvwonanenind Prowection Neciey, Roegton
Pesticiedes Secion

b Forsvih i S8 vbon G B0

Plhiome: 8y 002 R0R7

finnil Tomezak kimberly@epa.gov
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Tuesday, August 21, 2018 2:27 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,
I hope your Tuesday is going well!

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii} requires
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we
should submit pictures?

Thanks in advance for your assistance. We really appreciate your support.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Monday, August 20, 2018 3:12 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originates from an extemal source

Hi Jennifer,
It was nice talking with you earlier.

Glad | could be of assistance. | will wait to hear back from you when the product has been relabeled.

Regards,

Rimberhe T Lile S

U Davcoonpeniad Protconon Socnev, Boewion |
Pospodes Section

G Forah SeoshY ot GOy s

Phone, 10 Lo sty

Froail: Tomezak kimberly@cpa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, August 20, 2018 2:44 PM
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
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Cc: Crane, John P <john.p.crane@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Tomczak,

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line
review of the artwork and have made some additional minor revisions in order to comply with the master label. The
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply
with the language on the master label for end-use products packaged in containers with sizes of less than 50

pounds. The marked up artwork was sent to Medentech on Friday, August 17" with a request to expedite these label
revisions. Once the artwork has been revised it will be sent to Contrapac, inc. so that they may overlabel the two
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac’s
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR
156.10(f) which requires labels to bear the establishment number of the final establishment at which the product was
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases
along with a certification that the re-labeling has been completed.

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and
then issue a vacate letter at which time we may distribute the product.

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me
with any questions or concerns.

Regards,

Jennifer

Jennifer C. Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Monday, August 20, 2018 10:16 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: RE: Case No. FIFRA-04-2018-3257

15



NOTICE: This message originates from an eviernal somns

Hidennifer,

Yes, | am available today to discuss Case No. FIFRA-04-2018-3257.

I am available anytime today until 5PM. Let me know what time works best for you.
Regards,

Fomberh Tomesako Tale Sonnm

IS Linvonmwensd Proreoon oty Resen
Pt‘\i}( 1o Seciion

HF Forsvrin SUOSYY Mg, £y H0300

Choner 1O L2 3087

ok Tomezak. Kimberly@epa.gov

From: Harmer, Jennifer [maiito:jennifer.harmer@zoetis.com]

Sent: Friday, August 17, 2018 11:17 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: Case No. FIFRA-04-2018-3257

Dear Officer Tomczak,

I would first like to introduce myself. My name is Jennifer Harmer and | am in the US Regulatory Affairs group at

Zoetis. | am writing in regards to Case No. FIFRA-04-2018-3257 for Inovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on
Monday, August 20™ for a phone call? We would like to provide you with the current status of the request and the
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent).

Thanks in advance and | look forward to speaking with you.

Regards,
Jennifer

Jennifer C. Harmey

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-maif or
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any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the
sender immediately.
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i Tomezak kimberly@cpa.gov

From: Nicola Roche <nicola.roche @kersia-group.com>

Sent: Wednesday, December 19, 2018 10:28 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>;
ESMERALDA.MARTINEZ@cbp.dhs.gov

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: U16-10064192 and U16-10084042

Hi Kimberly,

I'have been advised by the ACE director of import, that there is a discrepancy with
regard 10 the attached letter.

The entry numbers U16 1006419-2 and U16-1008404- 2 must appear on the letter along
with our company name, Medentech as the exporter of the goods.

lunderstand that it is not your area, but | would sincerely appreciate that between
yourself and Esmeralda | can be guided on this matter.

Everyone seems to have their own procedure and i just want to get move the goods
with the correct documentation.

My sinicere apologies.
Nicola

From: Patti Cordo <pcordo@americancargoexpress.com>

Sent: Wednesday 19 December 2018 14:58

To: Jerina Morris <jmorris@AmericanCargoExpress.com>; Nicola Roche
<nicola.roche @kersia-group.com>; Greg Low <greglow @comcast.net>

Cc: Sinead Walsh <sinead.walsh@kersia-group.com>; Debra Fierro
<dfierro@contrapac.com>; Peter Fierro <pfierro@contrapac.com>; Mark Leonard
<Mark.Leonard@hornerd.ie>

Subject: RE:RETURN TO IRELAND -MEDENTECH

Nicola

What are you doing to rectify the discrepancy that the Customs Entry and the EPA
letter?

Did you speak to EPA to get this corrected?

This is a huge problem as the notice of redelivery issued by Customs is passed date and
the EPA letter is not to Medentech



Nor does it reference an entry number.
This must be resolved prior to export

Regards,
Patti

Patti Cordo

Director of Import

ACE USA & Canada
American Cargo Express
New Jersey Operations
2345 Vauxhall Rd

Union, NJ 07083

Tel: 908-351-3400 x 3026
Fax: 908-289-2490

American Cargo Exbress is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing
& Distribution , Order Fulfiliment, Project Assembly, US Customs Brokerage, Consultation,
Complete Third Party Logistics and much more...

To learn more, please visit: hitp://www.americancargoexpress.com

American Cargo Fxpress, Inc s CTPAT Certified. We are doing our patt to keep your cargo and our
country safe from terrorism n the global supply chain. To leam more, please visit:
http://www.chp.gov/border-security/ports-entry/cargo-security/c-tpat-customs-irade-
partnership-against-terrorism or contact vour local \merican Cargo Express, Inc. office

For Terms & Conditions please refer to: Ntp://www.americancargoexpress.com/terms-and-

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Tuesday 18 December 2018 17:18

To: ESMERALDA.MARTINEZ@cbhp.dhs.gov

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>; Nicola Roche <nicola.roche @kersia-group.com>
Subject: U16-10064192 and U16-10084042

Importance: High

Good afternoon,

The importer for Entry U16-10064192 and U16-10084042 has decided to export these
shipments. We had communicated earlier this year about these shipments (see emails
on Jjuly 25, 2018).

The attached letter allows the company to export the products. Can you provide
information to the broker on what other documents are needed to export the two
shipments? The broker has been copied on the email.

3



Thank you for your assistance,

- Tomezak kimberly@epa.gov

From: Nicola Roche <nicola.roche@kersia-group.com>
Sent: Monday, December 17, 2018 11:34 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: FIFRA-04-2018-3257

Importance: High

Good afternoon Kimberly,
f hope my mail finds vou well.

This query is with regard to FIFRA-04-2018-3257.

We have been trying to consolidate both consignments into a high cubed container to
return the goods as promptly as possible to Medentech.

However, the export company used by our carriers have advised that we can only move
the goods under CBP supervision. The attached CBP form is reiated to the first
shipment.

t have forwarded your attached letter of reiease and advised supervision is not required.
The export company beiieves | need additional clearance from the EPA and at this point
I really do not know what that is.

I sincerely apologise for contacting you, but if you can help at ali | would be extremely
grateful.

My very best regards
Nicola

From: Mark Leonard <Mark.Leonard@hornerd.ie>

Sent: Monday 17 December 2018 15:42

To: Nicola Roche <nicola.roche@kersia-group.com>; Neil Horner
<Neil.Horner@hornerd.ie>




Cc: Sinead Walsh <sinead.walsh@kersia-group.com>
Subject: RE: RETURN TO IRELAND -MEDENTECH

Hi Nicola,
our agents have advised:

“this is rejected Merchandise to be returned under CBP supervision

Note you will need to contact Nicola Roche at Medentech see attached

Until Medentech have resolved the outstanding issues we cannot proceed with the
Return

Thanks

Kind Regards,
Mark.

<image002.png>

HORNER AGENCIES LTD.,

Registered Office : Unit 6, 21 Beechwood Close, Boghall Road, Bray, Co. Wickiow, A98 AN81, IRELAND.
Registered in Dublin, ireland No. 431611.
Main Tel : 00-353-1-2137940 / Fax : 00-353-1-2022011.

All business transacted subject to the Company's Standard Trading Terms & Conditions, a copy of which is
available on request from the Company and which in certain cases may exciude or limit the companys’
liability. Marine Insurance is not included.

WORLDWIDE SEAFREIGHT SPECIALISTS both FCL and LCL.
Australia/New Zealand/USA/Canada/Far East/Middle East/Africa/Indian-Sub-Continent/Latin
American/Caribbean/Mediterranean/Iceland.

<ACE SLI -revised Aug2018.xlIs>

<Case No FIFRA-04-2018-3257.pdf>



Tomczak, Kimberlxv

From: Sebley, Christopher H <christopher.sebley@zoetis.com>
Sent: Friday, July 06, 2018 10:52 AM

To: Tomczak, Kimberly

Cc: Doireann O'Brien

Subject: Re: Entry # U16-10064192

Good morning,

The product is being held in a Zoetis warehouse in Marietta, GA.

Regards,
Chris Sebley

Sent from my iPhone

OnJul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote:

MNOTHIE: Thin mos

Good morning,
We have received your email and are currently looking into your request.
Where is this shipment currently being held?

Thank you,
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Monday, July 02, 2018 3:31 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann Q'Brien <dobrien@medentech.com>

Subject: Entry # U16-10064192

Ms. Tomczak,
| am following up on this container load that was refused entry. Entry # U16-10064192.

MBL # HLCUDUB180400955



CARTONS: 15 PALLETS / 1200 CASES —~ ANTI BACTERIAL TABLETS
ORIGIN - DUBLIN, IRELAND

VSL: PHILADELPHIA EXPRESS 053W

ETD: 415/18

CONTAINER SIZE: CAIU9098991 — 40HC

DESTINATION — CHARLESTON, SC

1. In the latter part of May this container was trucked from the port to our warehouse in Marietta GA
with no instructions surrounding the “bond” status accompanying it. The container was unloaded and
placed in our stock. As of 6/29/18 the stock has been placed on “hold”. However in the interim 48 of
the 1200 cases of product was shipped out to an end customer and consumed.

2. The letter attached and a subsequent letter (0322 001) gave the options for destruction of the
product or re-export and have the label issue resolved. We would prefer the option to re-export the
product. Rather than ship the product back to the manufacturer in Ireland, can these cases be relabeled
in an EPA registered facility here in the USA?

Please let us know how to proceed.

Regards,

Zoetis | Global Biodevices and' Automation; 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com
Visit Us: zoetis.com/pouitry

s Sebiev | Semor Manager Procursment
B3 ’ 2
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Please consider the enviranment before printing this emaill Thonk you.



Tomczak, Kimbelip

From: Sebley, Christopher H <christopher.sebley@zoetis.com>
Sent: Thursday, july 12, 2018 3:34 PM

To: Tomczak, Kimberly

Subject: Re: Entry # U16-10064192

Kimberly,

Let me look into this and get back to you.

Regards,

Chris Sebley

Sent from my iPhone

OnJul 12, 2018, at 3:12 PM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote:
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Hi Chris,

Unfortunately, the product would need to be relabeled at a facility that is located near where the
product is currently being held (Marietta, GA).

Regards,

o D0

Cinnid Tomezak.kimberly@cepa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 12, 2018 3:05 PM ‘
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

The Kalamazoo site is the closest Zoetis site we have to the warehouse ip Marietta, GA that is
registered. We would transport it there to be relabeled and then return it per you approval.

Is there a transportation protocol we can follow to satisfy transporting the material this
distance?

Regards,




Chis Sebiey o oo W

Zoet«s Global Blodewces and Automatlon 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 ; Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

<image001.gif>
Please consider the environment betore printing this emaif! Thank you.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 3:00 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

Good afternoon,

The product would need to be relabeled at a facility that is located near where the prbduct is currently
being held (Marietta, GA).

Regards,

peot Tomezak kimberly@cepa.goy

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 12, 2018 2:58 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimbertly,

Zoetis has a site in Kalamazoo MI that I have been told is an EPA registered site. I will find out
the details and send them to you.

Regards,
Shrin Sehisy | Sevr Managon Drosuiomes
Zoetns Global Biodevices and Automation; 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 ! christopher.sebley@zoetis.com
Visit Us: zoetis.com/poultry

<image001.gif>



Please consider the environment before printing this email! Thank yoir.

From: Tomczak, Kimberly [mailto: Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 2:10 PM

To: Sebley, Christopher H

Cc: Doireann O'Brien

Subject: RE: Entry # U16-10064192

Hi Christopher,

if we were to allow you to relabel the product, where would the relabeling take place? The product
would need to be relabeled in a EPA Registered Establishment.

Thank you,

oo Tomezak kimberly@epa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Wednesday, July 11, 2018 8:45 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Re: Entry # U16-10064192

Kimberly,

We would get enough labels from the manufacturer that match the master label you have on file. They
have revised the label recently to ensure they match.

Regards,
Chris Sebley
Sent from my iPhone

On Jul 11, 2018, at 8:38 AM, Tomczak, Kimberly <Tomczak Kimberly@epa.gov> wrote:

Hi Chris,



If we allowed you to relabel this product, would you relabel using the last EPA registered
label? .

Or were you looking to make a notification/amendment change to revise the label?

Thank you,

i
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v Tomezak kimberly@cepa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Friday, July 06, 2018 10:52 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Re: Entry # U16-10064192

Good morning,
The product is being held in a Zoetis warehouse in Marietta, GA.

Regards,
Chris Sebley

Sent from my iPhone

On Jul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote:

soaas raninaes oo o pgdernal aogre

Good morning,

We have received your email and are currently looking into your
request.

Where is this shipment currently being held?

Thank you,
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Monday, July 02, 2018 3:31 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Entry # U16-10064192

Ms. Tomczak,

| am following up on this container load that was refused entry. Entry #
U16-10064192.

MBL # HLCUDUB180400955

CARTONS: 15 PALLETS / 1200 CASES — ANTI BACTERIAL
TABLETS

ORIGIN — DUBLIN, IRELAND

VSL: PHILADELPHIA EXPRESS 053W

ETD: 415/18

CONTAINER SIZE: CAIU9098991 — 40HC

DESTINATION — CHARLESTON, SC

1. In the latter part of May this container was trucked from the port to
our warehouse in Marietta GA with no instructions surrounding the
“bond” status accompanying it. The container was unloaded and placed
in our stock. As of 6/29/18 the stock has been placed on “hold”.
However in the interim 48 of the 1200 cases of product was shipped out
to an end customer and consumed.

2. The letter attached and a subsequent letter (0322 001) gave the
options for destruction of the product or re-export and have the label
issue resolved. We would prefer the option to re-export the product.
Rather than ship the product back to the manufacturer in Ireland, can
these cases be relabeled in an EPA registered facility here in the USA?

Please let us know how to proceed.

Regards,

Cheis Bebdey | Senior Manager, Frocuraiment

Zoetis | Global Biodevices and Automationi 1040 Swabia Ct, Durham,
NC 27703 USA

Office: 919.314.2656 | Mobile: 919.896 4633 |
christopher.sebley@zoetis.com

Visit Us: zoetis.com/pouitry

<image(Q01.gif>
Please consider the environment before printing this email! Thank you.



Tomczak, Kimberly ' ,

From: Sebley, Christopher H <christopher.sebley@zoetis.com>
Sent: Thursday, July 19, 2018 9:26 AM

To: Tomczak, Kimberly

Subject: FW: Entry # U16-10064192

Importance: High

Kimberly,

Thank you for your help this morning.

Please let me know if you are successful extending the Charleston CBP end-date of 7/28/18 to match your
end-date of 8/13/18.

Regards,

Chris Sebiey | Semor Manager rociiensi

Zoetis | Global Biodevices and Automation; 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoet!s

FOR ANIMALS. FOR HEALTH. FOR DL

Please consider the environment before printing this email! Thoank you.

From: Sebley, Christopher H

Sent: Tuesday, July 17, 2018 3:11 PM
To: Tomczak.kimberly@epa.gov

Cc: Bucher, At

Subject: FW: Entry # U16-10064192
Importance: High

Kimberly,

I was checking the EPA registry and found that the site currently storing the product in question is EPA
registered. Is this sufficient to complete the re-labelling here?

Regards,

Chris Debiey | tormmy Manaca? Crroapnretierd
Zoetis | Global Biodevices and Automation; 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher sebley@zoetis.com

Visit Us: zoetis.com/poultry
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FOR ANIMALS. FOR HEALTH, FOR YOUL

Please consider the environment hefore printing s emaill Thank pou.
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From: Sebley, Christopher H

Sent: Tuesday, July 17, 2018 8:49 AM
To: 'Tomczak, Kimberly'

Subject: RE: Entry # U16-10064192

Kimberly,
I have located a company that will re-label the product in the Atlanta area.

PCA —-Atlanta

6300 Boat Rock Bivd
Suite E

Atlanta, GA 30336

It is 24 miles from the current warehouse in Marietta GA (Zoetis Marietta Logistics Center, 1950 West Oak
Circle, Marietta, GA) where the product is located. They will apply to become an EPA registered site to
perform this work.

Please let me know as soon as you can if this acceptable. If not I need to start the export process as Customs
has a dead line of 7/28/18 for this material to leave the country.

Regards,

Chiris Sebley | Semor Managar Procremend
Zoetis | Global Blodewces and Automation‘; 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YGUL

Pleose consider the environiniernt before printing this email! Thank vo,

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 3:12 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

Hi Chris,

Unfortunately, the product would need to be relabeled at a facullty that is located near where the product is currently
being held (Marietta, GA).



Regards,

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 12, 2018 3:05 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

The Kalamazoo site is the closest Zoetis site we have to the warehouse in Marietta, GA that is registered.

would transport it there to be relabeled and then retumn it per you approval.
Is there a transportation protocol we can follow to satisfy transporting the material this distance?

Regards,

BA

IET~

Chris Sebley | Danio Marnager Frocuimme ,
Zoetis | Global Biodevices and Automation; 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 ; Mobile: 919.896 4633 : christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry
o B
zoetis

FOR ANIMALS. FOR HEALTH. FOR YOUL

Please consider the enviranment hefore printing this emaill Thank you.

FOMTYAsTYE

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 3:00 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

Good afternoon,

The product would need to be relabeled at a facility that is located near where the product is currently being held
(Marietta, GA).



Regards,
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Foooa! Tomezak kimberly@epa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 12, 2018 2:58 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

Zoetis has a site in Kalamazoo MI that I have been told is an EPA registered site. I will find out the details and
send them to you.

Regards,

Chris Sebley | bercor Manogs: Frocureimend
Zoetis | Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HESLTH. FOR YU

Please consider the environment hefore printing this emaill Thank you.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 2:10 PM

To: Sebiey, Christopher H

Cc: Doireann O'Brien

Subject: RE: Entry # U16-10064192

MOTICE: Tius

Hi Christopher,

If we were to allow you to relabel the product, where would the relabeling take place? The product would need to be
relabeled in a EPA Registered Establishment.

Thank you,

Peprriincin
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oot Tomezak kimberlv@cpa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Wednesday, July 11, 2018 8:45 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Re: Entry # U16-10064192

Kimberly,

We would get enough labels from the manufacturer that match the master label you have on file. They have revised the
label recently to ensure they match.

Regards,
Chris Sebley
Sent from my iPhone

OnJul 11, 2018, at 8:38 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote:

Hi Chris,
if we aliowed you to relabel this product, would you relabel using the last EPA registered label?
Or were you looking to make a notification/amendment change to revise the label?

Thank you,

ot Tomezak. kimberly@cepa.goy

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Friday, July 06, 2018 10:52 AM '

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Re: Entry # U16-10064192




Good morning,

The product is being held in a Zoetis warehouse in Marietta, GA.

Regards,
Chris Sebley

Sent from my iPhone

On Jul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote:

e reen a eniptaal Bourns

Good morning,

We have received your email and are currently looking into your request.
Where is this shipment currently being held?

Thank you,

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Monday, July 02, 2018 3:31 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Entry # U16-10064192

Ms. Tomczak,

I am following up on this container load that was refused entry. Entry # U16-10064192.

MBL # HLCUDUB180400955

CARTONS: 15 PALLETS / 1200 CASES ~ ANTI BACTERIAL TABLETS
ORIGIN - DUBLIN, IRELAND

VSL: PHILADELPHIA EXPRESS 053W

ETD: 415/18

CONTAINER SIZE: CAIU9098891 — 40HC

DESTINATION — CHARLESTON, SC

1. In the latter part of May this container was trucked from the port to our warehouse in
Marietta GA with no instructions surrounding the “bond” status ac;ompanying it. The
container was unloaded and placed in our stock. As of 6/29/18 the stock has been

8



placed on "hold”. However in the interim 48 of the 1200 cases of product was shipped
out to an end customer and consumed.

2. The letter attached and a subsequent letter (0322 001) gave the options for
destruction of the product or re-export and have the {abel issue resolved. We would
prefer the option to re-export the product. Rather than ship the product back to the
manufacturer in Ireland, can these cases be relabeled in an EPA registered facility here
in the USA?

Please let us know how to proceed.

Regards,

snvm Bebley ) Soenior Manager Drodiyament

Zoetls Global Biodevices and Automatsonl 1040 Swabia Ct, Durham, NC 27703 USA

Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com
Visit Us: zoetis.com/poultry

<image001.gif>
Piease cansider the environment before printing this email! Thank you.



Tomczak, Kimberlx

From: Sebley, Christopher H <christopher.sebley@zoetis.com>
Sent: Tuesday, July 24, 2018 4:36 PM

To: Tomczak, Kimberly

Subject: : RE: Entry # U16-10064192

Kimberly,

That is good news on the extension.
I have asked the questions below to the supplier, Medentech, in Ireland and will let you know their response.

Regards,

Lhrs Sebiley | Hanus Mo :
Zoetis i Global Blodewces and Automatlon 1040 Swabia Ct, Durham, NC 27703 USA

Office: 919.314.2656 : Mobile: 919.896 4633 : christopher.sebley@zoetis.com
Visit Us: zoetis.com/poultrv

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

Please consider the environment before printing this emaill Thank you.

From: Tomczak, Kimberly [maiito: Tomczak.Kimberly@epa.gov]
Sent: Tuesday, July 24, 2018 3:51 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

BMOTICE Yiis mes

Hi Christopher,
The Port of Charleston said they could extend the date.

Who is the importer for this shipment? If the company is foreign based, is there a facility in the United States that
represents the company? Where is the based at?

Regards,




. From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 19, 2018 9:26 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: FW: Entry # U16-10064192

Importance: High

Kimberly,
Thank you for your help this morning.

Please let me know if you are successful extending the Charleston CBP end-date of 7/28/18 to match your
end-date of 8/13/18.

Regards,

Chris Sebley ¢ meror Manaoer Procdrmment

Zoetis | Global Bnodevnces and Automatlom 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 : christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR AHIMALS. FOR HEALTH. FOR YOU.

Please consider the envircnment De/‘(,nre' printing this email! Thank you.

From: Sebley, Christopher H

Sent: Tuesday, July 17, 2018 3:11 PM
To: Tomczak.kimberly@epa.gov

Cc: Bucher, Art

Subject: FW: Entry # U16-10064192
Importance: High

Kimberly,

I was checking the EPA registry and found that the site currently storing the product in question is EPA
registered. Is this sufficient to complete the re-labelling here?

Regards,

Chris Bebloy | oo Ma T T e Ta ST oty
Zoetis | Global Buodevuces and Automat:on[ 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919 314.2656 | Mobile: 919.896 4633 : christopher.sebley@zoetis.com
Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HERLIH. FOR YOI




Piease consider the environment hefore printing this emaifl Thonk yvou.
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From: Sebley, Christopher H

Sent: Tuesday, July 17, 2018 8:49 AM
To: Tomczak, Kimberly'

Subject: RE: Entry # U16-10064192

Kimberly,
I have located a company that will re-label the product in the Atlanta area.

PCA —Atlanta

6300 Boat Rock Bivd
Suite E

Atlanta, GA 30336

It is 24 miles from the current warehouse in Marietta GA (Zoetis Marietta Logistics Center, 1950 West Oak
Circle, Marietta, GA) where the product is located. They will apply to become an EPA registered site to
perform this work.

~ Please let me know as soon as you can if this acceptable. If not I need to start the export process as Customs
has a dead line of 7/28/18 for this material to leave the country.

Regards,

Chris Sebley | Senior Manager Srocu smey
Zoetis | Global Btodewces and Automatlon 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 : christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIHALS. FOR HEALTH. FOR ¥OU.

Please consider the environment before printing this email! Thank you

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 3:12 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192
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Hi Chris,

Unfortunately, the product would need to be relabeled at a facility that is located near where the product is currently
being held (Marietta, GA).



Lol Tomezak. kimberly@cepa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 12, 2018 3:05 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

The Kalamazoo site is the closest Zoetis site we have to the warehouse in Marietta, GA that is registered.

would transport it there to be relabeled and then return it per you approval.
Is there a transportation protocol we can follow to satisfy transporting the material this distance?

Regards,

Lhrs Sebley | Barnny Me B T

Zoetis | Global Blodewces and Automatlon 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS, FOR HEALTH £ OR YOUL

Please consider the enviranment Defore printing this eniail! Thank vou.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 3:00 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

MOTHOE D Vins messaps Srdimaive 1900 a0 e Ieiig a0t

Good afternoon,

The product would need to be relabeled at a facility that is located near where the product is currently being held
(Marietta, GA).

We



Regards,
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vol Tomezak kimberly@cepa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 12, 2018 2:58 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

Zoetis has a site in Kalamazoo MI that I have been told is an EPA registered site. I will find out the details and
send them to you.

Regards,

Chris Sebley | Senior Manaae, T :

Zoetis i Global B:odev«ces and Automatlon 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultrv

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

Please consider the environment before pr/mm(“ this emaill Thonk you.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 2:10 PM

To: Sebley, Christopher H

Cc: Doireann O'Brien

Subject: RE: Entry # U16-10064192

Hi Christopher,

If we were to allow you to relabel the product, where would the relabeling take place? The product would need to be
relabeled in a EPA Registered Establishment.

Thank you,

AT IE I T .
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Wednesday, July 11, 2018 8:45 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Re: Entry # U16-10064192

Kimberly,

We would get enough labels from the manufacturer that match the master label you have on file. They have revised the
label recently to ensure they match.

Regards,
Chris Sebley

Sent from my iPhone

On Jul 11, 2018, at 8:38 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote:

SE T I e B o e s g el
SELE TG D IHE IS A Ll

Hi Chris,
If we allowed you to relabel this product, would you relabel using the last EPA registered labei?

Or were you looking to make a notification/amendment change to revise the label?

Thank you,

[ S Y
IR AR SN R PRV

coas Tomezak kimberly@cpa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Friday, July 06, 2018 10:52 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@®medentech.com>

Subject: Re: Entry # U16-10064192




Good morning,
The product is bging held in a Zoetis warehouse in Marietta, GA.

Regards,
Chris Sebley

Sent from my iPhone

On Jul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberly @epa.gov> wrote:

Good morning,
We have received your email and are currently looking into your request.
Where is this shipment currently being held?

Thank you,

Cavaad Pomezak kimberly@epa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Monday, July 02, 2018 3:31 PM

To: Tomczak, Kimberly <Tomczak.Kimberly @epa.gov>

Cc: Doireann Q'Brien <dobrien@medentech.com>

Subject: Entry # U16-10064192

Ms. Tomczak,

| am following up on this container load that was refused entry. Entry # U16-10064192.

MBL # HLCUDUB180400955 :

CARTONS: 15 PALLETS / 1200 CASES — ANTI BACTERIAL TABLETS
ORIGIN — DUBLIN, IRELAND

VSL: PHILADELPHIA EXPRESS 053W

ETD: 415/18

CONTAINER SIZE: CAIUS098991 — 40HC

DESTINATION — CHARLESTON, SC

1. In the latter part of May this container was trucked from the port to our warehouse in
Marietta GA with no instructions surrounding the “bond” status accompanying it. The
container was unloaded and placed in our stock. As of 6/29/18 the stock has been

9



placed on “hold”. However in the interim 48 of the 1200 cases of product was shipped
out to an end customer and consumed.

2. The letter attached and a subsequent letter (0322 001) gave the options for
destruction of the product or re-export and have the label issue resolved. We would
prefer the option to re-export the product. Rather than ship the product back to the

manufacturer in Ireland, can these cases be relabeled in an EPA registered facility here
in the USA?

Please let us know how to proceed.

Regards,

Chins Sebiay | Homor Managern rociramend

Zoetis | Global Biodevices and Automation} 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

<imageQ01.gif>
Rlease consider the enviromment before printing this email! Thank you,

10



Tomczak, Kimberlz ‘

From: Sebley, Christopher H <christopher.sebley@zoetis.com>
Sent: Wednesday, July 25, 2018 846 AM

To: Tomczak, Kimberly ’

Cc: ‘nroche@medentech.com’

Subject: RE: Entry # U16-10064192

Kimberly,

The importer of Record is Medentech Limited in Ireland. Address is Whitemill Industrial Estate, Wexford,
Ireland.

Medentech responded to your other request this morning with “We certainly have an authorised agent who acts
for us in the US and our company has a registered address. However, we do not have a facility with an establishment
number in the US which could be used for re-packing.”

Please let me know how you would like to proceed with this shipment.
Regards,

Chris Sebiey ! nor Manager Procirerme

Zoetis | Globai Blodewces and Automatlon 1040 Swabia Ct, Durham, NC 27703 USA

Office: 919.314.2656 | Mobile: 919.896 4633 christopher sebley@zoetis.com
Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HERLTH. FGRYDU

Please consider the environment before printing this emaitl Thank vou

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Tuesday, July 24, 2018 3:51 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

Hi Christopher,
The Port of Charleston said they could extend the date.

Who is the importer for this shipment? If the company is foreign based, is there a facility in the United States that
represents the company? Where is the based at?



From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 19, 2018 9:26 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: FW: Entry # U16-10064192

Importance: High

Kimberly,
Thank you for your help this morning.

Please let me know if you are successful extending the Charleston CBP end-date of 7/28/18 to match your
end-date of 8/13/18.

Regards,

Chris Sebley | Seruor Manages Piog h
Zoetls Global Blodewces and Automatlom 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919 314.2656 | Mobile: 919.896 4633 i christopher.sebley@zoetis.com
Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

Please consider the environment befare printing this email! Thank vou.

From: Sebley, Christopher H

Sent: Tuesday, July 17, 2018 3:11 PM
To: Tomczak kimberly@epa.gov

Cc: Bucher, Art

Subject: FW: Entry # U16-10064192
Importance: High

Kimberly,

I was checking the EPA registry and found that the site currently storing the product in question is EPA
registered. Is this sufficient to complete the re-labelling here?

Regards,

Chris Sebley | Somoy Manoosr Hrooirsman



Zoetis | Global Biodevices and Automationi 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 : Mobile: 919.896 4633 | christopher.sebley@zoetis.com
Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOI

Please consider the environment before printing this emaifl Thank vou
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From: Sebley, Christopher H

Sent: Tuesday, July 17, 2018 8:49 AM
To: Tomczak, Kimberly'

Subject: RE: Entry # U16-10064192

Kimberly,

I have located a company that will re-label the product in the Atlanta area.

PCA —Atlanta

6300 Boat Rock Bivd
Suite E

Atlanta, GA 30336

It is 24 miles from the current warehouse in Marietta GA (Zoetis Marietta Logistics Center, 1950 West Oak
Circle, Marietta, GA) where the product is located. They will apply to become an EPA registered site to
perform this work.

Please let me know as soon as you can if this acceptable. If not I need to start the export process as Customs
has a dead line of 7/28/18 for this material to leave the country. :

Regards,

Chris Sebley | Sermor Manages Procames

Zoetis { Global Blodewces and Automat:on 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH, FOR YU

Please consider the enwmnmem‘. Defore printing this emaill Thank vou.

From: Tomczak, Kimberly [mailto: Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 3:12 PM

To: Sebley, Christopher H ,

Subject: RE: Entry # U16-10064192

Hi Chris,

Unfortunately, the product would need to be relabeled at a facility that is located near where the product is currently
being held (Marietta, GA).



Regards,

[ANTERIETONN t
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Foonl Tomezak kimberly@cepa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 12, 2018 3:05 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

The Kalamazoo site is the closest Zoetis site we have to the warehouse in Marietta, ‘GA that is registered.

would transport it there to be relabeled and then return it per you approval.
Is there a transportation protocol we can follow to satisfy transporting the material this distance?

Regards,

-~ e A e T DV L DUV
Ciris bﬁ’bikl“;f BTSN T f"-,»’égc‘iét/:,!(.{a_fs SO R

PSSR vl
Zoetis | Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com
Visit Us: zoetis.com/poultry

zoetis

tOR ANIMALS. FOR HEALTH, FOR YOU.

Please consider the environment before printing this emaill Thank you.

From: Tomczak, Kimberly [mailto: Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 3:00 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

B T FOEREEL RV AR VAT LN TV AN S EYERYAT DO OUE

Good afternoon,

The product would need to be relabeled at a facility that is located near where the product is currently being held
{Marietta, GA).

We



From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 12, 2018 2:58 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberty,

Zoetis has a site in Kalamazoo MI that I have been told is an EPA registered site. I will find out the details and
send them to you.

Regards,

Chris Seblay e Managaer £y

Zoetis | Global B(odewces and Automatlon 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919 314.2656 | Mobile: 819.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

Please consider the environment hefore printing this emaill Thank vou.

From: Tomczak, Kimberly [mailto:Tomczak. Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 2:10 PM

To: Sebley, Christopher H

Cc: Doireann O'Brien

Subject: RE: Entry # U16-10064192

Hi thristopher,

If we were to allow you to relabel the product, where would the relabeling take place? The product would need to be
relabeled in a EPA Registered Establishment.

Thank you,
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Wednesday, July 11, 2018 8:45 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com> -

Subject: Re: Entry # U16-10064192

Kimberly,

We would get enough labels from the manufacturer that match the master‘label you have on file. They have revised the
label recently to ensure they match.

Regards,
Chris Sebley
Sent from my iPhone

OnJul 11, 2018, at 8:38 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote:

Hi Chris,
If we allowed you to relabel this product, would you relabel using the last EPA registered label?
Or were you looking to make a notification/amendment change to revise the label?

Thank you,
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Friday, July 06, 2018 10:52 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Re: Entry # U16-10064192




Good morning,
The product is being held in a Zoetis warehouse in Marietta, GA.

Regards,
Chris Sebley

Sent from my iPhone

OnJul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberlv@epa.gov> wrote:

PELE LD R SRR R G 0y e RN TR A G e souvre

Good morning,
We have received your email and are currently looking into your request.
Where is this shipment currently being held?

Thank you,

(et
TN ey iy FA I I S R

fronnd Tomezak kimberly@epa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Monday, july 02, 2018 3:31 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Entry # U16-10064192

Ms. Tomczak,

I am following up on this container load that was refused entry. Entry # U16-10064192.

MBL # HLCUDUB180400955

CARTONS: 15 PALLETS / 1200 CASES — ANT! BACTERIAL TABLETS
ORIGIN — DUBLIN, IRELAND

VSL: PHILADELPHIA EXPRESS 053W

ETD: 415/18

CONTAINER SIZE: CAIU9098991 ~ 40HC

DESTINATION — CHARLESTON, SC

1. In the latter part of May this container was trucked from the port to our warehouse in
Marietta GA with no instructions surrounding the “bond” status accompanying it. The
container was unioaded and placed in our stock. As of 6/29/18 the stock has been

9



placed on “hold”. However in the interim 48 of the 1200 cases of product was shipped
out to an end customer and consumed.

2. The letter attached and a subsequent letter (0322 001) gave the options for
destruction of the product or re-export and have the label issue resolved. We would
prefer the option to re-export the product. Rather than ship the product back to the
manufacturer in Ireland, can these cases be relabeled in an EPA registered facility here
in the USA?

Please let us know how to proceed.

Regards,

Chine Sebley [ Semo danagor fomocursiment

Zoetis . Global Biodevices and Automation! 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

<image001.gif>
Please consider the environment before printing this emailt Thank you.
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Tomczak, Ki_mberlx V

From: Sebley, Christopher H <christopher.sebley@zoetis.com>
Sent: Wednesday, July 25, 2018 4:26 PM

To: Tomczak, Kimberly

Subject: RE: Entry # U16-10064192

Kimberly,

This is good news that we can re-label in the USA.

We would like to use the Zoetis Marietta Logistics Center EPA Registry ID: 110070021744. Details below. The
product is also located here and is “on-hold”.

Regards,

Chris Sebley 1« Semner Manaoes oolremngd

Zoetis : Global Biodevices and Automation; 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

Please consider the environment before printing this emaill Thank vou.
] / g
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From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, July 25, 2018 1:02 PM
To: Sebley, Christopher H

. Subject: RE: Entry # U16-10064192

MOITICE Thae [REESSCRE LN NN S TR R RN S S RN CEE EEACR B ES PR RS EE S 2

Hi Chris,

We will allow you to relabel the product under a Stop, Sale Order. Can you provide me with the name and establishment
number for the facility you plan to relabel at?

Once the Order is issued, you will be allowed to move and relabel the product. At this time, the product is to remain
where it is currently located.

Thank you,

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Tuesday, July 24, 2018 4:36 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,
That is good news on the extension.
I have asked the questions below to the supplier, Medentech, in Ireland and will let you know their response.

Regards,

Chns Sebley | Sarn Manageo Procuemear ;
Zoetis | Global Biodevices and Automation! 1040 Swabia Ct, Durham, NC 27703 USA
" Office: 919.314.2656 | Mobile: 919.896 4633 | christopher sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS, FOR HEALTH. FOR YOI

Please consider the environment before printing this emuoifl Thank you.




From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Tuesday, July 24, 2018 3:51 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

ROYTIOE . Ve
MOTIOE: Ve

Hi Christopher,
The Port of Charleston said they could extend the date.

Who is the importer for this shipment? if the company is foreign based, is there a facility in the United States that
represents the company? Where is the based at?

Regards,

From: Sebley, Christopher H [maiito:christopher.sebley@zoetis.com]
Sent: Thursday, July 19, 2018 9:26 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: FW: Entry # U16-10064192

Importance: High

Kimberly,
Thank you for your help this morning.

Please let me know if you are successful extending the Charleston CBP end-date of 7/28/18 to match your
end-date of 8/13/18.

Regards,

Ciris Sebley | penids Manage: Siooaranend

Zoetis | Global Blodewces and Automatlon 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | ' Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS, FOR HEALTH. FOR YOLL

Please consider the environment bpfnr'(;' printing this email! Thank vou
4




From: Sebley, Christopher H

Sent: Tuesday, July 17, 2018 3:11 PM
To: Tomczak.kimberly@epa.gov

Cc: Bucher, Art

Subject: FW: Entry # U16-10064192
Importance: High

Kimberly,

I was checking the EPA registry and found that the site currently storing the product in question is EPA
registered. Is this sufficient to complete the re-labelling here?

Regards,

Chris Sebiey | Senior Manage: Sroowmamen

Zoetis | Global Blodewces and Automanonl 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH, FOR YGU.

Please consider the environment before printing this emaill Thani you.
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Conk Tomezak kimberly@cpa.goy

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 12, 2018 3:05 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

The Kalamazoo site is the closest Zoetis site we have to the warehouse in Marietta, GA that is registered.
would transport it there to be relabeled and then return it per you approval.

Is there a transportation protocol we can follow to satisfy transporting the material this distance?

Regards,

OGTE T

Chris Sebley | Semor Man
Zoetis | Global Blodewces and Automation; 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 i christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH FOR YOUL

Please consider the environment before printing this em wil! Thank YOLL

From: Tomczak, Kimberly [mailto: Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 3:00 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

MOTICE: T

Good afternoon,

The product would need to be relabeled at a facility that is located near where the product is currently being held
(Marietta, GA).

We



Regards,

= Tomezak kimberly@cpa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 12, 2018 2:58 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

Zoetis has a site in Kalamazoo MI that I have been told is an EPA registered site. I will find out the details and
send them to you.

Regards,

Chris Sebley | Somon Managey Procgroment

Zoetis i Global Blodewces and Automatlon 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | i Mobile: 919.896 4633 : christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FUR YOU.

‘Plegse consider the environment D(?f()f‘(’ printing this emaii! Thonk you.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 2:10 PM

To: Sebley, Christopher H

Cc: Doireann O'Brien

Subject: RE: Entry # U16-10064192

WYY O I e i md e ad e Bt ow e pw e S g oy oen e
NOTICE: Thes mossugs onains (IR FHFCTAT S

Hi Christopher,

If we were to allow you to relabel the product, where would the relabeling take place? The product would need to be
relabeled in a EPA Registered Establishment. :

Thank you,

RN I I T
Doiinibaorbe Voo e, b sownti



Fovnls Tomezak. kimberly@cepa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Wednesday, July 11, 2018 8:45 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Re: Entry # U16-10064192

Kimberly,

We would get enough labels from the manufacturer that match the master label you have on file. They have revised the
label recently to ensure they match.

Regards,
Chris Sebley
Sent from my iPhone

OnJul 11, 2018, at 8:38 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote:

Hi Chris,
If we allowed you to relabel this product, would you relabel using the last EPA registered label?
Or were you looking to make a notification/amendment change to revise the label?

Thank you,

Voeal Tomezak kimberly@cpa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Friday, July 06, 2018 10:52 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Re: Entry # U16-10064192

10



Good morning,
The product is being held in a Zoetis warehouse in Marietta, GA.

Regards,
Chris Sebley

Sent from my iPhone

On Jul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote:

TELE R I U TR RGGge ey

Good morning,
We have received your email and are currently looking into your request.
Where is this shipment currently being held?

Thank you,

I T N ST T ST UL DT INECI S P
H [T

Sonat Tomezak kimberlv@epa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Monday, July 02, 2018 3:31 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann Q'Brien <dobrien@medentech.com>

Subject: Entry # U16-10064192

Ms. Tomczak,
I am following up on this container load that was refused entry. Entry # U16-10064192.

MBL # HLCUDUB180400955

CARTONS: 15 PALLETS / 1200 CASES — ANTI BACTERIAL TABLETS
ORIGIN - DUBLIN, IRELAND

VSL: PHILADELPHIA EXPRESS 053W

ETD: 415/18

CONTAINER SIZE: CAIUS098991 — 40HC

DESTINATION - CHARLESTON, SC

1. In the latter part of May this container was trucked from the port to our warehouse in
Marietta GA with no instructions surrounding the “bond” status accompanying it. The
container was unioaded and placed in our stock. As of 6/29/18 the stock has been

11



placed on “hold”. However in the interim 48 of the 1200 cases of product was shipped
out to an end customer and consumed.

2. The letter attached and a subsequent letter (0322 001) gave the options for
destruction of the product or re-export and have the label issue resolved. We would
prefer the option to re-export the product. Rather than ship the product back to the
manufacturer in Ireland, can these cases be relabeled in an EPA registered facility here
in the USA?

Please let us know how to proceed.

Regards,

s Sy wetnGt B aies iy LERTIEY
Zoetls Global Blodewces and Automatlom 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 ; i Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

s Do

<image001.gif>
Please consider the environment hefore printing this email! Thank you.
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Tomczak, Kimberlz

From: ~ Jim Fazal <jfazal@americancargoexpress.com>

Sent: Wednesday, August 08, 2018 5.07 PM

To: Tomczak, Kimberly; ‘"AHANLEY@MEDENTECH.COM"; Miguel Rivera
Cc: Bauman, Michael; Ho, Kanoelehua; Jim Fazal

Subject: ‘ RE: Entry Number U16-10084042

Officer Tomczak,

Here is the information you requested....

Label 2-20-609H is the tub label only.
Label 2-20-766D is the outer carton label only.

Container is at the terminal in Charleston SC waiting for custom release....

Hope this help!

From: Jim Fazal

Sent: Wednesday, August 08, 2018 4:53 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal
<jfazal@americancargoexpress.com>

Subject: RE: Entry Number U16-10084042

Hello,

The information below has been requested from the importer.... As per our conversation please see additional
information attached....

| will have an answer for you first thing tomorrow am...

Thank you so much for your help!

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Wednesday, August 08, 2018 4:41 PM

To: Jim Fazal <jfazal@americancargoexpress.com>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kancelehua@epa.gov>

Subject: RE: Entry Number U16-10084042

HilJim,

Where is this product currently located? In addition, the label you uploaded includes two labels, a full label and a front
label. Are both labels affixed to the outside of the container?



Thank you for your patience with this entry.

Regards,

Lot Tomezak kimberlv@cepa.gon

From: Jim Fazal [mailto:jfazal@americancargoexpress.com]

Sent: Tuesday, August 07, 2018 5:26 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; '"AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoe|ehua@epa.gov>; Jim Fazal
<jfazal@americancargoexpress.com>

Subject: RE: Entry Number U16-10084042

Hello,

As per your request the entry has been update and the net weight in the PDA Data should match now.... Thank you!

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Tuesday, August 07,2018 4:50 PM

To: Jim Fazal <jfazal@americancargoexpress.com>; '"AHANLEY @MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kancelehua@epa.gov>

Subject: RE: Entry Number U16-10084042

Hi Jim,
The entry now contains the correct labels. Thank you for uploading them.

The net weight in the PGA Data is incorrect. The net weight on the product label is different from the net weight in the
PGA Data.

Piease let me know once the entry has been revised.

Regards,




From: Jim Fazal [mailto:jfazal@americancargoexpress.com]

Sent: Tuesday, August 07, 2018 2:38 PM

To: Tomczak, Kimberly <Tomczak.Kimberly @epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>

Subject: RE: Entry Number U16-10084042

Hello Officer Tomczak,

t was able to get better copies from the importer.... Hope this helps.... | also uploaded in DIS...

From: Jim Fazal

Sent: Tuesday, August 07, 2018 1:08 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

. Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>

Subject: RE: Entry Number U16-10084042

Good afternoon Officer,
| uploaded the labels in DIS again, it should be ok now.... Kindly advice if all in order?
Sorry for the trouble!

Thank you,
Jim

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Tuesday, August 07, 2018 11:09 AM

To: Jim Fazal <jfazal@americancargoexpress.com>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michae!@epa.gov>; Ho, Kanoelehua <ho.kanocelehua@epa.gov>

Subject: RE: Entry Number U16-10084042

Hi Jim,
The labels that were uploaded do not include the full label.

Please iet me know once the full label is uploaded.

Thank you,

P l OLICZ 1]\ \lml)( rh¥bepa.goy




From: Jim Fazal [mailto:jfazal@americancargoexpress.com]

Sent: Tuesday, August 07, 2018 9:39 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal
<jfazal@americancargoexpress.com>’ :

Subject: RE: Entry Number U16-10084042

Good morning,

Labels were uploaded to DIS and successfully received.... Please see attached...

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Tuesday, August 07, 2018 9:20 AM

To: Jim Fazal <jfazal@americancargoexpress.com>; '"AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>

Subject: RE: Entry Number U16-10084042

Good morning,
Copies of the labels that are affixed to the containers/cases will need to be uploaded to DIS in ACE.
Please upload the labels by COB today.

Thank you,

i . Codiy oy et Ntad
Phicne: Hrionye #iad

ol Tomezalk kimberly@epa.gos

From: Jim Fazal [mailto:jfazal@americancargoexpress.com]

Sent: Monday, August 06, 2018 4:33 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Migue! Rivera <mrivera@AmericanCargofxpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal
<jfazal@americancargoexpress.com>

Subject: RE: Entry Number U16-10084042

Hello Officer Tomczak,
I am following up on my email below.... kindly advice if labels below are sufficient enough to release our shipment.

Thank you
Jim



Pls note labels were also uploaded in DIS....

From: Jim Fazal
Sent: Friday, August 03, 2018 4:58 PM

To: 'Tomczak, Kimberly' <Tomczak. Kimberly@epa.gov>; 'AHANLEY@MEDENTECH. com’

<AHANLEY@MEDENTECH.COM>; Miguel Rivera <mriver.

a@AmericanCargoExpress.com>

Cc: 'Bauman, Michael' <bauman. michael@epa.gov>;
<jfazal@americancargoexpress.com>
Subject: RE: Entry Number U16-10084042

Good afternoon,

Below has been upioaded to DIS... hope it is sufficient...

'Ho, Kanoelehua' <ho.kanoelehua@epa.gov>; Jim Fazal
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From: Jim Fazal
Sent: Friday, August 03, 2018 3:15 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; AHANLEY@MEDENTECH.COM; Miguel Rivera

<mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>

Subject: RE: Entry Number U16-10084042

Good afternoon Officer,



As per your request the net weight in PGA Data has ben updated and documents were uploaded to DIS.
Hope all is sufficient.

Thank you,
Jim Fazal

From: Tomczak, Kimberly <Tomczak Kimberly@epa.gov>

Sent: Friday, August 03, 2018 2:58 PM

To: AHANLEY@MEDENTECH.COM; Jim Fazal <jfazal@americancargoexpress.com>; Miguel Rivera
<mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: Entry Number U16-10084042

Good afternoon,
For entry number U16-10084042, please address the following point(s) within 72 hours for the review of the entry:

e Please upload a legible label to DIS;
e Incorrect net weight in PGA Data.

The status of the entry should remain “hold intact” until the above mentioned issues have been resolved or additional
information is provided. If you have questions or would like additional information regarding this shipment, I may be
contacted by phone or email (see below). '

Regards,
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Tomczak, Kimberlz

From: Nicola Roche <nroche@medentech.com>
Sent: Tuesday, August 14, 2018 4:15 AM

To: Tomczak, Kimberly; Sebley, Christopher H
Cc: Bauman, Michael; Ho, Kanoelehua
Subject: RE: Zoetis

Good morning Kimberly,
Thank you for the report and your guidance, we will update all labels as per your request.

Kind regards
Nicola

Nicolas ROOHE

nrochedmedent
M/ 353 8o BN

atigerm  medenbech

§‘ % 53 coese bara g Grmag oo

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Monday 13 August 2018 19:58 ~

To: Sebley, Christopher H <christopher.sebley@zoetis.com>; Nicola Roche <nroche@medentech.com>
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho. kanoelehua@epa.gov>
Subject: Zoetis :

Importance: High

Good afternoon,
Attached you will find the Stop, Sale Order for the two imported Medentech shipments.
Please let me know if you have any questions.

Regards,

P i
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Tomczak, Kimberly ‘ '

From: Sebley, Christopher H <christopher.sebley@zoetis.com>
Sent: Friday, August 03, 2018 10:58 AM

To: Tomczak, Kimberly

Subject: RE: Entry # U16-10064192

Kimberly,

Yes I have contacted Contrpac Inc., and they have provided a quote to me for the re-labelling work. I have
explained the nature of the product and they are ok with performing this task.

I explained that we will need photographs and/ or an on-site visit from the EPA or their representative.

Regards,

Chris Sebigy | Sanwr Manage Procuiamearn
Zoetis | Global Biodevices and Automation| 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher. sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU

Blease consider the environment before printing this email! Thonk you.

From: Tomczak, Kimberly [mailto:Tomczak. Kimberly@epa.gov]
Sent: Friday, August 03, 2018 10:53 AM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

NOTHCE: This mass

Hi Chris,
Is Contrapac, Inc. aware that you plan to relabel the product there and are they okay that you are taking it there?

Thank you,




From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Friday, August 03, 2018 8:54 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,
This arrived at the Marietta, GA warehouseb on 5/15 and was received into our inventory system on 5/29.

Regards,

Chris Sebley | Somor Mapagsr 1
Zoetis i Global Biodevices and Automatson 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher sebley@zoetis.com
Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU,

Please consider the environment before printing this emajll Thanik you.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Friday, August 03, 2018 7:08 AM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

Hi Chris,
What was the date the Inovotabs were transported to Zoetis’s facility in Marietta, Georgia from the Port?
Thank you,

Bonher b Tomn v Db men
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Wednesday, August 01, 2018 4:37 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192



Kimberly,

The label is on the case. The product arrived at the port of Charleston on April 27t 2018.
Regards,

Chrs Ssbisy ' Sonior Ma NN EER VO IRISTERT:

Zoetis | Global B|odevuces and Automatlon 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 : Mobile: 919.896 4633 christopher.sebley@zoetis.com

Visit Us: zoetis.com/pouitry

zoetis

FOR ANMALS. FOR HEALTH, FOR YOI

Please consider the environment before printing this email! Thonk vou.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, August 01, 2018 3:57 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

MOTHIE: This smessage o

Hi Ckhvr‘is,

Is the label on the case and the plastic tubs? Or just the case?
In addition, when did the product arrive at the port?

Thank you for the information.

Regards,

Tow 1o
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Wednesday, August 01, 2018 2:29 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,



Each case weighs 23.2 Ib. (10.5 kilograms). The case is cardboard and contains 2 plastic tubs.

Thanks,

Chris Sehdey | Senio qer o
Zoetis | Global B:odevrces and Automatlon 1040 Swabia Ct, Durham, NC 27703 USA

Office: 919.314.2656 | | Mobile: 919.896 4633 christopher.sebley@zoetis.com
Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH FOR VUL

Please consider the environment t)efore printing this emaill Thank you.

From: Tomczak, Kimberly [mailto: Tomczak.Kimberly@epa.gov]
Sent: Wednesday, August 01, 2018 12:58 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

NOTICE: Thism e

Hi Chris,
‘What is the weight of the containers you are holding? Are they supersacks, containers or drums?
Just want to make sure | get the correct information in the Stop, Saie Order.

Thank you,

vout Tomezak kimberly@cepa.goy

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 26, 2018 4:12 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

I have located a company in the Atlanta area with EPA Establishment #: 52270-GA-01 that I will use to re-
label the product.



Contrapac Inc

Labeling Location: 675 Great Southwest Parkway, Atlanta, GA 30336
EPA Est. Number: 52270-GA-01

It is located 25 miles from the current location of the product in Marietta, GA.
Please let me know if this is acceptable?
Regards,

Chris Sehie Yol Sentor Managor Broouiernand

Zoetis | Global Blodewces and Automatlon 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314. 2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry’

zoetis

FOR ANIMALS. FOR HEALTR, FOR YOU

Please consider the environment br_fo,re printing this emaill Thank you.

From: Tomczak, Kimberly [ mailto: Tomczak.Kimberly@epa.gov]
Sent: Wednesday, July 25, 2018 4:28 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

Hi Chris,
Do you have the EPA Establishment Number for the facility? I’'m not familiar with the EPA Registry ID.

Thank you,

f ot Tomezak.kimberly@cpa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Wednesday, July 25, 2018 4:26 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,



This is good news that we can re-label in the USA.

We would like to use the Zoetis Marietta Logistics Center EPA Registry ID: 110070021744. Details below. The
product is also located here and is “on-hold".

Regards,

Chres Sebiey - Seioor Manage: Fyoo e
Zoetis . Global Biodevices and Automation; 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FUR YOI

Please consider the environment before printing this emaill Thank you.
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From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, July 25, 2018 1:02 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

Hi Chris,

We will allow you to relabel the product under a Stop, Sale Order. Can you provide me with the name and establishment
number for the facility you plan to relabel at?

Once the Order is issued, you will be allowed to move and relabel the product. At this time, the product is to remain
where it is currently located.

Thank you,

Minsberhy Pornesnde B s P

Py invoonnnntal Prosecnong A H {
Postiondos e we;:

N L TE S FE R TS T S TS TEE RN S A

I P FCE RV TR
PR TRERH R e PR P
Fanoi Tomezak. kimberly@cpa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Tuesday, July 24, 2018 4:36 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

That is good news on the extension.

I have asked the questions below to the supplier, Medentech, in Ireland and will let you know their response.
Regards,

Lhirls Sepleyv | Senmor Manaaer Froouremea

Zoetis | Global Biodevices and Automahon 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 ' christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HERLTH FOR ¥0U

Please consider the environment before printing this email! Thonk you.




From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.qov]
Sent: Tuesday, July 24, 2018 3:51 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

MOTHLE Ths mesnags nry

Hi Christopher,

The Port of Charleston said they could extend the date.

Who is the importer for this shipment? if the company is foreign based, is there a facility in the United States that
represents the company? Where is the based at?

Regards,

' L P . e
OF Forsvis =S AY b by HER
Phovge: WL 00wl

1

Fooat Tomezak kimberly@epa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 19, 2018 9:26 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: FW: Entry # U16-10064192

Importance: High

Kimberly,
Thank you for your help this morning.

Please let me know if you are successful extending the Charleston CBP end-date of 7/28/18 to match your
end-date of 8/13/18.

Regards,

Chris Sebiey  somor Managss Brocuramen
Zoetis | Global B)odewces and Automation 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 ' Mobile: 919.896 4633 christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEATH, BOR YOUL

Please consider the environment before printing this emaill Thenk vou.
9




From: Sebley, Christopher H

Sent: Tuesday, July 17, 2018 3:11 PM
To: Tomczak.kimberly@epa.gov

Cc: Bucher, Art

Subject: FW: Entry # U16-10064192
Importance: High

Kimberly,

I was checking the EPA registry and found that the site currently storing the product in question is EPA
registered. Is this sufficient to complete the re-labelling here?

Regards,

Chris Sebiey | bonor ianane Wiaougromean

Zoetis + Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 ;| Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poulitry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

Please consider the environment before printing this email! Thank you.

10
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From: Sebley, Christopher H

Sent: Tuesday, July 17, 2018 8:49 AM
To: Tomczak, Kimberly'

Subject: RE: Entry # U16-10064192

Kimberly,
I have located a company that will re-label the product in the Atlanta area.

PCA —Atlanta

6300 Boat Rock Bivd
Suite E

Atlanta, GA 30336

It is 24 miles from the current warehouse in Marietta GA (Zoetis Marietta Logistics Center, 1950 West Oak
Circle, Marietta, GA) where the product is located. They will apply to become an EPA registered site to
perform this 'vork.

Please let me know as soon as you can if this acceptable. If not I need to start the export process as Customs
has a dead line of 7/28/18 for this material to leave the country.

Regards,

Chris Sebley | Semor Manager Procursmead

Zoetis | Global Baodevuces and Automatlon 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919 314.2656 | Mobile: 919.896 4633 | chrlstopher sebley@zoetis.com

Visit Us: zoetis. com/poultrv

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU

Please consider the envir urmr’m hm‘nm printing this emaill Thank you.

From: Tomczak, Kimberly [mailto: Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 3:12 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

WOTICE: This me

Hi Chris,

Unfortunately, the product would need to be relabeled at a facility that is located near where the product is currently
being held (Marietta, GA).

12



Regards,

S TRTRTELE AR

i Tomezak kimberly@epa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 12, 2018 3:05 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

The Kalamazoo site is the closest Zoetis site we have to the warehouse in Marietta, GA that is registered. We
would transport it there to be relabeled and then return it per you approval.

Is there a transportation protocol we can follow to satisfy transporting the material this distance?

Regards,

Chris Sebley | Senior Manager rocirenan)

Zoetis | Global Biodevices and Automation 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH, FOR YOU.

Please consider the enviranment befare printing this email! Thank you.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 3:00 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

TRV I FER SE N R U TRRINC T IR R S ECIRS Fo SR L DR PE

Good afternoon,

The product would need to be relabeled at a facility that is located near where the product is currently being held
(Marietta, GA).

13



Regards,
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 12, 2018 2:58 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

Zoetis has a site in Kalamazoo MI that I have been told is an EPA registered site. I will find out the details and
send them to you.

Regards,

Chreis Sebley | Senior Managar Procipermant

Zoetis | Global Biodevices and Automation; 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry '

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

Please consider the environment before printing this email! Thonk you,

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 2:10 PM

To: Sebley, Christopher H

Cc: Doireann O'Brien

Subject: RE: Entry # U16-10064192

REOYTIOER This mesuaae orioinatos irme an sxnderaal souros

Hi Christopher,

If we were to allow you to relabel the product, where would the relabeling take place? The product would need to be
relabeled in a EPA Registered Establishment.

Thank you,

Potinde rin dornesnh, Do Senoin

14
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fini Tomezak kimberly@cpa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Wednesday, July 11, 2018 8:45 AM '
To: Tomczak, Kimberly <Tomczak . Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Re: Entry # U16-10064192

Kimberly,

We would get enough labels from the manufacturer that match the master label you have on file. They have revised the
label recently to ensure they match.

Regards,
Chris Sebley
Sent from my iPhone

OnJul 11, 2018, at 8:38 AM, Tomézak, Kimberly <Tomczak.KimberIv@epé.gov> wrote:

N R Tar T S S e g g gy I e B T T A e g g
ROTIOR This maassats ni s irown an erlefhal Boures

Hi Chris,
If we allowed you to relabel this product, would you relabel using the last EPA registered label?
Or were you looking to make a notification/amendment change to revise the label?

Thank you,

13 L
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i Tomezak kimberly@cpa.goy

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Friday, July 06, 2018 10:52 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Re: Entry # U16-10064192

15



Good morning,
The product is being held in a Zoetis warehouse in Marietta, GA.

Regards,
Chris Sebley

Sent from my iPhone

On Jul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberly @epa.gov> wrote:

TR SR T S T R T e . e e S B T T
BRI P Ddns IVRSSmELGOE PR T VO Y i TERAT RO

Good morning,
We have received your email and are currently iooking into your request.
Where is this shipment currently being held?

Thank you,

Progcie o dra s e

oo Tomerzak kimberlv@cepa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Monday, July 02, 2018 3:31 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Entry # U16-10064192

Ms. Tomczak,
| am following up on this container load that was refused entry. Entry # U16-10064192.

MBL # HLCUDUB180400955

CARTONS: 15 PALLETS / 1200 CASES — ANTI BACTERIAL TABLETS
ORIGIN — DUBLIN, IRELAND

VSL: PHILADELPHIA EXPRESS 053W

ETD: 415/18

CONTAINER SIZE: CAIUS098981 — 40HC

DESTINATION — CHARLESTON, SC

1. In the latter part of May this container was trucked from the port to our warehouse in
Marietta GA with no instructions surrounding the “bond” status accompanying it. The
container was unloaded and placed in our stock. As of 6/29/18 the stock has been

16



placed on “hold”. However in the interim 48 of the 1200 cases of product was shipped
out to an end customer and consumed.

2. The letter attached and a subsequent letter (0322 001) gave the options for
destruction of the product or re-export and have the label issue resolved. We would
prefer the option to re-export the product. Rather than ship the product back to the
manufacturer in Ireland, can these cases be relabeled in an EPA registered facility here
in the USA?

Please let us know how to proceed.

Regards,

Thris Sebley . Senor Manager e
Zoetis | Global Biodevices and Automation| 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 : Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

i eerneya

<image001.gif>

Plense consider the environment before printing this emaif! Thank you

17



Tomczak, Kimberlx

From: Jim Fazal <jfazal@americancargoexpress.com>
Sent: Wednesday, August 29, 2018 4:05 PM

To: Tomczak, Kimberly

Cc: Rosemary Lewis

Subject: RE: Entry Number U16-10084042

As per your request this was moved to Contrapac warehouse for relabelling...

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Sent: Wednesday, August 29, 2018 3:56 PM

To: Jim Fazal <jfazal@americancargoexpress.com>

Cc: Rosemary Lewis <rlewis@AmericanCargoExpress.com>
Subject: RE: Entry Number U16-10084042

Good afternoon,
Is this the same shipment that is included in the Stop, Sale Order?

Regards,

Boarobherts oo zak o tade sowns
Padoanoonmesaasd Ponocn
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o Tomezak kunbery@@epa.goy

‘From: Jim Fazal [mailto:jfazal@americancargoexpress.com]
Sent: Wednesday, August 29, 2018 3:14 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Rosemary Lewis <rlewis@AmericanCargoExpress.com>
Subject: RE: Entry Number U16-10084042

Hello Officer Tomczak,
we received a call from custom that the shipment is custom released and release has also been posted in AMS...

please confirm and advice if ok to move container.....



Application ranisscﬁ1 Hsto‘r‘
AB I 10084042

Typ Text

‘Application Transmission History
AB1 10084042

Typ Text

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Friday, August 10, 2018 12:40 PM

To: nroche@medentech.com

Cc: Bauman, Mighael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal
<jfazal@american, ~oexpress.com>

Subject: RE: Entry Numwer U16-10084042

Good afternoon,

It was nice speaking with you today.

Per our discussion, the label submitted for the Inovotabs does not correspond with the pesticide’s most current EPA-
approved pesticide master label. More specifically, under the Step by Step Inovotabs Mixing Directions, the label does not
contain step number 11, “Twist close plastic bag and close lid firmly after withdrawing tablets from container.” In
addition, the outer carton label does not make reference to full tub label and adds the sentence “Contains: Anhydrous
Sodium Dichloroisocyanurate...CAS NO. 2893-78-9.” In addition, the inside label does not include the statement “You
may also contact [1-800-420-9236] for emergency medical treatment information.”
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Please let me know if you have any additional questions.

Regards,
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From: Jim Fazal [mailto:jfazal@americancargoexpress.com]

Sent: Friday, August 10, 2018 12:08 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; '"AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal
<jfazal@americancargoexpress.com>

Subject: RE: Entry Number U16-10084042

Hello,

I have updated the importer ( Nicole Roche) with the status of this shipment. She would like to
contact you today to discuss.

Below is her contact information.

Thank you for all your help!

Micola ROCHE

nrochedmedsntech.com



Thank you,

Jim Fazal

Special Accounts Customs Brokerage

ACE USA & CANADA

North American Headquarters
New Jersey Operations

2345 Vauxhall Rd

Union, NJ 07083

Tel: 908-351-3400 x 3072

Fax: 908-289-2490

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution , Order Fulfiliment,
Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more...

To learn more, please visit: http://www.americancargoexpress.com

American Cargo Express, Inc is CTPAT Certified. We are doing our part to keep your cargo and our country safe from

terrorism in the global supply chain. To learn more, please visit: http://www.cbp.gov/border-security/ports-

entry/cargo-security/c-tpat-customs-trade-partnership-against-terrorism or contact your local American Cargo
Express, Inc. office .

For Terms & Conditions please refer to: http://www.americancargoexpress.com/terms-and-conditions.html

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Friday, August 10, 2018 10:41 AM

To: Jim Fazal <jfazal@americancargoexpress.com>; '"AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>

Subject: RE: Entry Number U16-10084042 '

Hi Jim,

Are you available to discuss this shipment today? If so, what number can | reach you at?
Thank you, ’

' Vit Td g
Plycages Tl i s

Froal Tomezak kmnberhv@epa.gov

From: Jim Fazal [mailto:jfazal@americancargoexpress.com]
Sent: Wednesday, August 08, 2018 5:07 PM




To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal
<ifazal@americancargoexpress.com>

Subject: RE: Entry Number U16-10084042

Officer Tomczak,
Here is the information you requested....

Label 2-20-609H is the tub label only.
Label 2-20-766D is the outer carton label only.

Container is at the terminal in Charleston SC waiting for custom release....

Hope this help!

From: Jim Fazal

Sent: Wednesday, August 08, 2018 4:53 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; '"AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michaei@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal
<jfazal@americancargoexpress.com>

Subject: RE: Entry Number U16-10084042

Hello,

The information below has been requested from the importer.... As per our conversation please see additional
information attached....

I will have an answer for you first thing tomorrow am...

Thank you so much for your help!

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Wednesday, August 08, 2018 4:41 PM

To: Jim Fazal <jfazal@americancargoexpress.com>; '"AHANLEY@MEDENTECH.COM' <AHANLEY @MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>

Subject: RE: Entry Number U16-10084042

Hi Jim,

Where is this product currently located? In addition, the label you uploaded includes two labels, a full label and a front
label. Are both labels affixed to the outside of the container?

Thank you for your patience with this entry.

Regards,



ut Tomezak kimberlvioepa.eov

From: Jim Fazal [mailto:jfazal@americancargoexpress.com]

Sent: Tuesday, August 07, 2018 5:26 PM

To: Tomczak, Kimberly <Tomczak. Kimberly@epa.gov>; ‘"AHANLEY@MEDENTECH.COM®' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal
<jfazal@americancargoexpress.com>

Subject: RE: Entry Number U16-10084042

Hello,

As per your request the entry has been update and the net weight in the PDA Data should match now.... Thank you!

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Tuesday, August 07, 2018 4:50 PM

To: Jim Fazal <jfazal@americancargoexpress.com>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho kanoelehua@epa.gov>

Subject: RE: Entry Number U16-10084042

Hi Jim,
The entry now contains the correct iabels. Thank you for uploading them.

The net weight in the PGA Data is incorrect. The net weight on the product label is different from the net weight in the
PGA Data.

Please let me know once the entry has been revised.

Regards,

H H i
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ol Lomerzak. kunborly@epa,gov

From: Jim Fazal [mailto:jfazal@americancargoexpress.com]
Sent: Tuesday, August 07, 2018 2:38 PM
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;

Miguel Rivera <mrivera@AmericanCargoExpress.com>




Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Entry Number U16-10084042

Hello Officer Tomczak,

| was able to get better copies from the importer.... Hope this helps....  also uploaded in DIS...

From: Jim Fazal

Sent: Tuesday, August 07, 2018 1:08 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>

Subject: RE: Entry Number U16-10084042

Good afternoon Officér,
| uploaded the labels in DIS again, it should be ok now.... Kindly advice if all in order?
Sorry for the trouble!

Thank you,
Jim

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Tuesday, August 07, 2018 11:09 AM

To: Jim Fazal <jfazal@americancargoexpress.com>; '"AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho. kanoelehua@epa gov>

Subject: RE: Entry Number U16-10084042

Hi Jim,
The labels that were uploaded do not include the full label.
Please let me know once the full label is uploaded.

Thank you,

S TP TR

ponnn Tomezak kimberly@epa.gov

From: Jim Fazal [mailto:jfazal@americancargoexpress.com]
Sent: Tuesday, August 07, 2018 9:39 AM »
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
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Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal
<jfazal@americancargoexpress.com>

Subject: RE: Entry Number U16-10084042

Good morning,

Labels were uploaded to DIS and successfully received.... Please see attached...

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Tuesday, August 07, 2018 9:20 AM

To: Jim Fazal <jfazal@americancargoexpress.com>; 'AHANLEY@MEDENTECH.COM' <AHANLEY @ MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>

Subject: RE: Entry Number U16-10084042

Good morning,
Copies of the labels that are affixed to the containers/cases will need to be uploaded to DIS in ACE.
Please upload the labels by COB today.

Thank you,

{
Phoses 10040
¥
i

s Lomezak kimberlyv@epa.goy

From: Jim Fazal [mailto:ifazal@americancargoexpress.com]

Sent: Monday, August 06, 2018 4:33 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>;
Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal
<jfazal@americancargoexpress.com>

Subject: RE: Entry Number U16-10084042

Hello Officer Tomczak,
[ am following up on my email below.... kindly advice if labels below are sufficient enough to release our shipment.
Thank you

Jim

Pis note labels were also uploaded in DIS....



From: Jim Fazal
Sent: Friday, August 03, 2018 4:58 PM

To: 'Tomczak, Kimberly' <Tomczak. Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM'
<AHANLEY@MEDENTECH.COM>; Miguel Rivera <mrivera@AmericanCargoExpress.com>

Cc: 'Bauman, Michael' <bauman. michael@epa.gov>; 'Ho, Kanoelehua' <ho.kanoelehua@epa.gov>; Jim Fazal

<jfazal@americancargoexpress.com>
Subject: RE: Entry Number U16-10084042

Good afternoon,

Below has been uploaded to DIS... hope it is sufficient...
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From: Jim Fazal

Sent: Friday, August 03, 2018 3:15 PM

To: Tomczak, Kimberly <Tomczak. Kimberly@epa.gov>; AHANLEY@MEDENTECH.COM; Miguel Rivera
<mrivera@AmericanCargoExpress.com> _

Cc: Bauman, Michael <hauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Entry Number U16-10084042

Good afternoon Officer,

10



As per your request the net weight in PGA Data has ben updated and documents were uploaded to DIS.
Hope all is sufficient.

Thank you,
Jim Fazal

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Friday, August 03, 2018 2:58 PM

To: AHANLEY@MEDENTECH.COM; Jim Fazal <jfazai@americancargoexpress.com>; Miguel Rivera
<mrivera@AmericanCargoExpress.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: Entry Number U16-10084042

Good afternoon,

For entry number U16-10084042, please address the following point(s) within 72 hours for the review of the entry:

e Please upload a legible label to DIS;
e Incorrect net weight in PGA Data.

The status of the entry should remain “hold intact” until the above mentioned issues have been resolved or additional
information is provided. If you have questions or would like additional information regarding this shipment, 1 may be

contacted by phone or email (see below).

Regards,

1% N Pl Lot Rirasd
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Finad: Tomcezak kimberly@epa.goy
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Tomczak, Kimberlx

From: Crane, John P <john.p.crane@zoetis.com>

Sent: ' Thursday, August 30, 2018 9:02 AM

To: : Tomczak, Kimberly

Cc: Harmer, Jennifer;, Bauman, Michael; Ho, Kanoelehua
Subject: RE: Case No. FIFRA-04-2018-3257

Thanks Kimberly. In answer to your question, | have just had it confirmed that no we do not.

Best regards, John

Jonn B Urane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEAUTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or capying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, piease inform the
sender immediately. i

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 8:04 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This m

Hi John,
The SSURO only applies to the two shipments in the SSURO.
Do you have another shipment that arrived in the US that contains the same misbranded product?

Regards,

i :
.X‘vfg;:i’sr\il.\ H
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it Tomezak kimberly@cepa.gov

From: Crane, John P [mailto:john.p.crane@zoetis.com]
Sent: Wednesday, August 29, 2018 1:30 PM ,
Yo: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kimberly:
Jennifer is on vacation this week so | contacting you. | have an update and a question.

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance.

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments
specified in the SSURO. | ask because we have new stock on order that will be labeled with fully compliant labeling and
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that.

Many thanks. -

Best regards, john

John P Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

‘333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

de tis
FOR ANIMAGL. Ak, 74 E0R YOI
LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the cantents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be untawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, August 23, 2018 4:24 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257




NOTICE: This mossage soglnaios rom an gt

Hi Jennifer,
A photo of each stack will suffice.
1 hope that heips. If you would like to discuss further, please let me know.

Regards,

Bunthorh Tone oo Dol e
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Fosand Tomezak kimberly@cepa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Wednesday, August 22, 2018 1:09 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

Thanks for your message. To make sure I understand the requirements, can you please clarify if a photo of each stack,
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit?

Thanks in advance for your assistance!

Regards,
Jennifer

from: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, August 22, 2018 9:54 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Jennifer,



A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels frqm
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked
together.

1 hope that helps. If you would like to discuss further, please let me know.

Regards,

Proat Fomezak . kimberly@cpa.gov

From: Harmef, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Tuesday, August 21, 2018 2:27 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,
i hope your Tuesday is going weil!

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we
should submit pictures?

Thanks in advance for your assistance. We really appreciate your support.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberiy@epa.gov]
Sent: Monday, August 20, 2018 3:12 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This ing
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Hi Jennifer,

it was nice talking with you earlier.



Glad | could be of assistance. | will wait to hear back from you when the product has been relabeled.

Regards,

Frond Tomezak kimberlv@cpa.gov

From: Harmer, lennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, August 20, 2018 2:44 PM
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crene "7 » ™ “inhp.p.crane@zoetis.com>
Subjec.. .ase nu. . "RA-04-2018-3257

Hello Officer Tomczak,

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line
review of the artwork and have made some additional minor revisions in order to comply with the master label. The
additional revisions include typos, formatting‘changes, and an update to the Environmental Hazards section to comply
with the language on the master label for end-use products packaged in containers with sizes of less than 50

pounds. The marked up artwork was sent to Medentech on Friday, August 17t with a request to expedite these label
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac’s
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR
156.10(f) which requires labels to bear the establishment number of the final establishment at which the product was
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases
along with a certification that the re-labeling has been compieted.

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and
then issue a vacate letter at which time we may distribute the product.

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me
with any questions or concerns.

Regards,

Jennifer

Jennifer I Harmey

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com

Visit Us: zoetis.com



LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Monday, August 20, 2018 10:16 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTIOE: Ths o

Hi Jennifer,

Yes, | am available today to discuss Case No. FIFRA-04-2018-3257.

I am available anytime today until 5PM. Let me know what time works best for you.
Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Friday, August 17, 2018 11:17 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: Case No. FIFRA-04-2018-3257

Dear Officer Tomczak,

I would first like to introduce myself. My name is Jennifer Harmer and | am in the US Regulatory Affairs group at

Zoetis. | am writing in regards to Case No. FIFRA-04-2018-3257 for Inovotabs (EPA Registration Number 71847-3-

1007). We are currently working to address the comments in the letter. Do you happen to have any availability on
Monday, August 20% for a phone call? We would like to provide you with the current status of the request and the
‘actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent).



Thanks in advance and ! look forward to speaking with you.

Regards,
Jennifer

Jenwifer O wiarmes

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857  jennifer.harmer@zoetis.com

Visit Us: zoetis.com

=
£

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.



Tomczak, Kimberly

From: Sebley, Christopher H <christopher.sebley@zoetis.com>
Sent: Wednesday, September 12, 2018 12:54 PM

To: : Tomczak, Kimberly

Cc: Bauman, Michael; Ho, Kanoelehua

Subject: RE: Entry # U16-10064192

Kimberly,

The cases of product are at the re-labelling site in Atlanta. Labels will be sent next week from the
manufacturer. We expect the relabeling to be complete October 4™ when we will send you pictures of
the relabeled product and any other documentation you require.

Regards,

Shiris Sebiey | Sendor Monager Prooumiens
Zoetis Global Blodewces and Automatlon 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com
Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOO

Please consider the environment before printing this email! Thonk you.

" From: Tomczak, Kimberly [mailto: Tomczak.Kimberly@epa.gov]
Sent: Wednesday, September 12, 2018 10:30 AM

To: Sebley, Christopher H

Cc: Bauman, Michael; Ho, Kanoelehua

Subject: RE: Entry # U16-10064192

MNOTICE, This mass
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Good morning,
What is the status on this shipment? Has it been relabeled?

Regards,
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Friday, August 03, 2018 10:58 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

Yes I have contacted Contrpac Inc., and they have provided a quote to me for the re-labelling work. I have
explained the nature of the product and they are ok with performing this task.

I explained that we will need photographs and/ or an on-site visit from the EPA or their representative.

Regards,

Chris Sebley  Surnon Managaer ~rocuremiang

Zoetis | Global Blodewces and Automatson 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 christopher. seblev@zoet:s com

Visit Us: zoetis.com/pouliry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YGU.

Please consider the environment before printing this emoill Thark you.

From: Tomczak, Kimberly [mailto:Tomczak. Kimberly@epa.qgov]
Sent: Friday, August 03, 2018 10:53 AM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

NOTICE: Thiv mess

Hi Chris,
Is Contrapac, Inc. aware that you plan to relabel the product there and are they okay that you are taking it there?

Thank you,

From: Sebley, Christopher H {mailto:christopher.sebley@zoetis.com]
Sent: Friday, August 03, 2018 8:54 AM




To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: RE: Entry # U16-10064192

Kimberty,

This arrived at the Marietta, GA warehouse on 5/15 and was received into our inventory system on 5/29.
Regards,

Chivin Benley | Semon Managsr brooareman

Zoetis | Global Biodevices and Automatlon 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919 314.2656 | Mobile: 819.896 4633 christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR Y0U.

Please consider the environiment befere printiriq this emaill Thank you.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Friday, August 03, 2018 7:08 AM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192
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Hi Chris,
What was the date the Inovotabs were transported to Zoetis’s facility in Marietta, Georgia from the Port?
Thank you,
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Wednesday, August 01, 2018 4:37 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

The label is on the case. The product arrived at the port of Charleston on April 27" 2018.
3
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Shrs Sebiey | Seonor Manage: Drocoromn
Zogtis ' Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com '

Visit Us: zoetis.com/poultry

zoetis

FOR ANIHALS. FOR HEALTH. FOR ¥OU.

Please cansider the environment before printing this emailt Thank vou.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, August 01, 2018 12:58 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

MTHLE: This

Hi Chris,
What is the weight of the containers you are holding? Are they supersacks, containers or drums?

Just want to make sure | get the correct information in the Stop, Sale Order.

Thank you,
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 26, 2018 4:12 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

I have located a company in the Atlanta area with EPA Establishment #: 52270-GA-01 that I will use to re-
label the product.

Contrapac Inc
Labeling Location: 675 Great Southwest Parkway, Atlanta, GA 30336
EPA Est. Number: 52270-GA-01



It is located 25 miles from the current location of the product in Marietta, GA.
Please let me know if this is acceptable?

Regards,

Lhnns Sebiey D onondor Vanane Droacuome
Zoetls Global Blodevnces and Automatton 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919 314.2656 : Mobile: 919.896 4633 : christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. £0R YOUL

Plegse consider the f’/‘\//,’(ﬁmm?fll, before printing this email! Thark you.

From: Tomczak, Kimberly [mailto: Tomczak.Kimberly@epa.qgov]
Sent: Wednesday, July 25, 2018 4:28 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

NOTIGE. This message orioinagms Som on sriargal soume

Hi Chris,
Do you have the EPA Establishment Number for the facility? I’'m not familiar with the EPA Registry ID.

Thank you,

ool Tomezak kimberly@cpa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Wednesday, July 25, 2018 4:26 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,
This is good news that we can re-label in the USA.

We would like to use the Zoetis Marietta Logistics Center EPA Registry ID: 110070021744. Details below. The
product is also located here and is “on-hold”.



P

Regardg




Regards,
Dhs Sebley | semdr Manags: o7 oiomen
Zoetis | Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA

Office: 919.314.2656 | Mobile: 919.896 4633 : christopher.sebley@zoetis.com
Visit Us: zoetis.com/pouliry

zoetis

FOR ANIMALS. FOR HEALTH, FOR YOUL

Please consider the environment before printing this email! Thank vou.
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From: Tomczak, Kimberly [mailto: Tomczak.Kimberly@epa.gov]
Sent: Wednesday, July 25, 2018 1:02 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

MOTICE: This my

Hi Chris,

We will allow you to relabel the product under a Stop, Sale Order. Can you provide me with the name and establishment
number for the facility you plan to relabel at?

Once the Order is issued, you will be aliowed to move and relabel the product. At this time, the product is to remain
where it is currently located.

. Thank you,
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Tuesday, July 24, 2018 4:36 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,
That is good news on the extension.
{ have asked the questions below to the supplier, Medentech, in Ireland and will let you know their response.

Regards,

Chiis Sebisy | Deror Mans ¢
Zoetis | Global Blodevrces and Automat:on 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com
Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YD

Flease consider the f>nwmnmenr :‘)(J/nra printing this emaill Thank Vou.




From: Tomczak, Kimberly [mailto: Tomczak.Kimberly@epa.gov]
Sent: Tuesday, July 24, 2018 3:51 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

Hi Christopher,
The Port of Charleston said they could extend the date.

Who is the importer for this shipment? If the company is foreign based, is there a facility in the United States that
represents the company? Where is the based at?

Regards,

rtiniyend [V H
IR R L R RS L I

i_ . l O 11\ ]\HHh( rhy@cpa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 19, 2018 9:26 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: FW: Entry # U16-10064192

Importance: High :

Kimberly,
Thank you for your help this morning.

Please let me know if you are successful extending the Charleston CBP end-date of 7/28/18 to match your
end-date of 8/13/18.

Regards,

Chiris Seldey  ootoor Manager Foouigimant

Zoetis | Global Biodevices and Automahon 1040 Swabla Ct, Durham, NC 27703 USA
Office: 919.314.2656 ; Mobile: 919.896 4633 : christopher.sebley@zoetis.com
Visit Us: zoetis.com/poultry

zoetis

FOR AMIMALS, FOR HEALTH, FOR YOU.

Piegse consider the environment before printing this email! Thank you.
10




From: Sebley, Christopher H

Sent: Tuesday, July 17, 2018 3:11 PM
To: Tomczak.kimberly@epa.qgov

Cc: Bucher, Art

Subject: FW: Entry # U16-10064192
Importance: High

Kimberly,

I was checking the EPA registry and found that the site currently storing the product in question is EPA
registered. Is this sufficient to complete the re-labelling here?

Regards,

Chirts Sep 3(‘? : ey BA o e
Zoetis i Global Brodevnces and Automat(on 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

Please consider the environment before printing this email! Thank you.

11
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From: Sebley, Christopher H

Sent: Tuesday, July 17, 2018 8:49 AM
To: "Tomczak, Kimberly'

Subject: RE: Entry # U16-10064192

Kimberly,
I have located a company that will re-label the product in the Atlanta area.

PCA —Atlanta

6300 Boat Rock Blvd
Suite E

Atlanta, GA 30336

It is 24 miles from the current warehouse in Marietta GA (Zoetis Marietta Logistics Center, 1950 West Oak
Circle, Marietta, GA) where the product is located. They will apply to become an EPA registered site to
perform this work.

Please let me know as soon as you can if this acceptable. If not I need to start the export process as Customs
has a dead line of 7/28/18 for this material to leave the country.

Regards,

Chris Sebley | Senwor Manage: Procinaiment

Zoetis | Global Biodevices and Automation; 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FGR YOU.

Please consider the enviromment before printing this email! Thank yoil

From: Tomczak, Kimberly [ mailto: Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 3:12 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

MOTICE . Tiis massage arigimates rom an eainrnst sonree.

Hi Chris,

Unfortunately, the product would need to be relabeled at a facility that is located near where the product is currently
being held (Marietta, GA). :

13



vt Tomezak kimberly@cepa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 12, 2018 3:05 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

The Kalamazoo site is the closest Zoetis site we have to the warehouse in Ma’rietta, GA that is registered.

would transport it there to be relabeled and then return it per you approval.

Is there a transportation protocol we can follow to satisfy transporting the material this distance?
Regards,

Chris Sebiey | Somor Manager & ;

Zoetis | Global Biodevices and Automat:on 1040 Swabia Ct, Durham, NC 27703 USA

Office: 919.314. 2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com
Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOUL

Pleuse consider the environment before printing this emuaif! Thank vou,

From: Tomczak, Kimberly [mailto: Tomczak.Kimberly@epa.gov]
Sent: Thursday, July 12, 2018 3:00 PM

To: Sebley, Christopher H

Subject: RE: Entry # U16-10064192

BRI R e venaass orpasaies TTom An SEernal s0urne

Good afternoon,

The product would need to be relabeled at a facility that is located near where the product is currently bemg held
(Marietta, GA).

14
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Regards,

b se
‘«;14\3;&, HEE i,

ol Tomezak kimberly@cepagov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Thursday, July 12, 2018 2:58 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Subject: RE: Entry # U16-10064192

Kimberly,

Zoetis has a site in Kalamazoo MI that I have been told is an EPA registered site. I will find out the details and
send them to you.

Regards,

Chris Sebley | Demor Manager Procuraient
Zoetis | Global Biodevices and Automationi 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

Please consider the environment before printing this emaill Thank vou.

From: Tomczak, Kimberly [mailto: Tomczak.Kimberly@epa.qgov]
Sent: Thursday, July 12, 2018 2:10 PM .

To: Sebley, Christopher H

Cc: Doireann O'Brien

Subject: RE: Entry # U16-10064192

T T i P S5 I
;%k’\} EELY B B RLED YRR

Hi Christopher,

If we were to allow you to relabel the product, where would the relabeling take place? The product would need to be
relabeled in a EPA Registered Establishment.

Thank you,

oo cab Dale e e

[ANIRREI A
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e Tomezak kimberly@cpa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Wednesday, July 11, 2018 8:45 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann Q'Brien <dobrien@medentech.com>

Subject: Re: Entry # U16-10064192

Kimberly,

We would get enough labels from the manufacturer that match the master label you have on file. They have revised the
label recently to ensure they match. ‘

Regards,
Chris Sebley
Sent from my iPhone

On Jul 11, 2018, at 8:38 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote:

MOTIOR Toss ooy

YIS ET Femene Freurpt et L w ey ond
A TR FERPEERSHAE RO TS PR FERR S R ST IS T

Hi Chris,
If we allowed you to relabel this product, would you relabel using the last EPA registered label?
Or were you looking to make a notification/amendment change to revise the label?

Thank you,

i el Tomezak kimberly@epa.gov

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Friday, July 06, 2018 10:52 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Re: Entry # U16-10064192

16



Good morning,

The product is being held in a Zoetis warehouse in Marietta, GA.

Regards,
Chris Sebley

~ Sent from my iPhone

On Jul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote:

SR € R et e g e eyt B e p
FETE SRRMESL AU ipniiatan 3

Good morning,

We have received your email and are currently looking into your request.
Where is this shipment currently being held?

Thank you,

[RERTETIVIRENE PO B SURTIND ISR P

biaal Tomezak. kimberly@cepa.gov

i

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com]
Sent: Monday, July 02, 2018 3:31 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Doireann O'Brien <dobrien@medentech.com>

Subject: Entry # U16-10064192

Ms. Tomczak,
! am following up on this container load that was refused entry. Entry # U16-10064192.

MBL # HLCUDUB180400955

CARTONS: 15 PALLETS / 1200 CASES ~ ANTI BACTERIAL TABLETS
ORIGIN — DUBLIN, IRELAND

VSL: PHILADELPHIA EXPRESS 053W

ETD: 415/18

CONTAINER SIZE: CAIU9098991 — 40HC

DESTINATION — CHARLESTON, SC

1. In the latter part of May this container was trucked from the port to our warehouse in
Marietta GA with no instructions surrounding the “bond” status accompanying it. The
container was unloaded and placed in our stock. As of 6/29/18 the stock has been

17



placed on “hold”. However in the interim 48 of the 1200 cases of product was shipped
out to an end customer and consumed.

2. The letter attached and a subsequent letter {0322 001) gave the options for
destruction of the product or re-export and have the label issue resolved. We would
prefer the option to re-export the product. Rather than ship the product back to the

manufacturer in ireland, can these cases be relabeled in an EPA registered facility here
in the USA?

Please let us know how to proceed.

Regards,

Chvs Sebley | Some Manage: Procurament
Zoetis | Global Biodevices and Automation| 1040 Swabia Ct, Durham, NC 27703 USA
Office: 919.314.2656 | Mobile: 919.896 4633 | christopher.sebley@zoetis.com

Visit Us: zoetis.com/poultry

<image001.gif>
Piease consider the environment hefore printing this email! Thank you.
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Tomczak, Kimberlz

From: Harmer, Jennifer <jennifer. harmer@zoetis.com>
Sent: : Wednesday, September 12, 2018 1:02 PM

To: Tomczak, Kimberly

Cc: Crane, John P

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

| hope you are doing well! To date, the shipments have not been refabeled. We have updated the label per the SSURO
and those labels are currently on order. Once the site receives the updated labels they will initiate relabeling. 1 will
update you once the relabeling activity has been completed.

Please do not hesitate to contact me with any additional questions.

Thanks!
Jennifer

Jennifar O Haomey

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, September 12, 2018 10:29 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

r e RS S
NOTICE: Thing T SO

Good morning,
What is the status on this shipment? Has it been relabeled?

Regards,



Y tey g e
S TR TR S N S L A PR O

ol Tomezak kimberly@cpa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Wednesday, August 22, 2018 1:09 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zgetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

Thanks for your message. To make sure | understand the requirements, can you please clarify if a photo of each stack,
with a few individual units for detaii wouid be sufficient or is the requirement to send a photo of each individual unit?

Thanks in advance for your assistance!

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak . Kimberly@epa.gov]
Sent: Wednesday, August 22, 2018 9:54 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

BEERTI ANy
NOTICE

Hi Jennifer,
A variety of different pictures will be needed. Please provide legible pictures of the label on the product {labels from
each entry) and a picture of the container/tub itself. In addition, provide pictures of ail the tubs, if they are stacked

together.

| hope that helps. If you would like td discuss further, please let me know.

Regards,

Batibecrh o oak bl

E5 Paovonsopdsd Proderteas Ao Hogon
Posticados &
O Fora
Plican i

Lronid: Tomezak Jamberly@cepa.goy

VR




LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) gnly. A;}cess
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the ContentS;Of thn; ;—)rrnn:at:;
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please in

sender immediately.



Tomczak, Kimberlx

From: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Sent: Monday, September 17, 2018 11:27 AM

To: Tomczak, Kimberly

Cc: Crane, John P

Subject: FW: Case No. FIFRA-04-2018-3257
Attachments: SSURO_Case FIFRA-04-2018-3257_13Aug18.pdf
Hi Kimberly,

Happy Monday! | hope you had an enjoyable weekend.

Page 6 of the attached SSUROQ states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSUROQ. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on
the label.

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO?

Thanks!
Jennifer

Jdennifer €. Harmey

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 9:09 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: Thus mons




Hi John,
Other shipments of the product can be imported. The label should be in compliance of FIFRA.

Regards,

T N
[ERYETHENNN S S I B TSRS 34

ot Tomcezak kimberly@cepa.gov

From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Thursday, August 30, 2018 9:02 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Thanks Kimberly. In answer to your question, | have just had it confirmed that no we do not.

Best regards, John

Jobin P Lrans

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis
FOR ANIMALS, FOR HEALTH. FDR YOU,

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 8:04 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov> ‘

Subject: RE: Case No. FIFRA-04-2018-3257




NOTICE: This mes

Hi John,
The SSURO only applies to the two shipments in the SSURO.

Do you have another shipment that arrived in the US that contains the same misbranded product?

Regards,

Py IS I RSl

Uil Tomezak. kimberly@cepa.gov

From: Crane, John P [mailto:john.p.crane@zoetis.com]
Sent: Wednesday, August 29, 2018 1:30 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kimberly:
Jennifer is on vacation this week so | contacting you. | have an update and a question.

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance.

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments
specified in the SSURO. | ask because we have new stock on order that will be labeled with fully compliant labeling and
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that.

Many thanks.

Best regards, John

Jonn ¥, Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.8098 i Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH, FOR YOU.




LEGAL NOTICE

Unle§s expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) anly. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the cantents of this e-mail or

any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, August 23, 2018 4:24 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: Thig

Hi Jénnifer,

A photo of each stack will suffice.

I hope that helps. If you would like to discuss further, please let me know.
Regards,

}

e i
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ol Tomezak. kimberly@cepa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Wednesday, August 22, 2018 1:09 PM

To: Tomczak, Kimberly <Tomczak. Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

Thanks for your message. To make sure | understand the requirements, can you please clarify if a photo of each sta.ck,
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit?

Thanks in advance for your assistance!

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, August 22, 2018 9:54 AM




To: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Cc: Crane, John P <john.p.crane@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Jennifer,

A variety of different pictures will be needed. Please provide legible pictures of the label on the product {labels from
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked
together.

I hope that helps. If you would like to discuss further, please let me know.

Regards,

Eos bosnoinmieiie
Posticidos mection
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Finat: Tomezak kimberly@cpa.gov

From: Harmer, Jennifer [maiito:jennifer.harmer@zoetis.com]

Sent: Tuesday, August 21, 2018 2:27 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257 -

Hi Kimberly,
I hope your Tuesday is going well!

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we
should submit pictures?

Thanks in advance for your assistance. We really appreciate your support.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
$Sent: Monday, August 20, 2018 3:12 PM
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>




Cc: Crane, John P <john.p.crane@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Jennifer,
It was nice talking with you earlier.
Glad I could be of assistance. | will wait to hear back from you when the product has been relabeled.

Regards,

i Tomezak kimberly@cepa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, August 20, 2018 2:44 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane @zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Tomczak,

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line
review of the artwork and have made some additional minor revisions in order to comply with the master label. The
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply
with the language on the master label for end-use products packaged in containers with sizes of less than 50

pounds. The marked up artwork was sent to Medentech on Friday, August 17™ with a request to expedite these label
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac’s
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Labe! Review Manual and 40 CFR
156.10(f) which requires labels to bear the establishment number of the final establishment at which the product was
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases
along with a certification that the re-labeling has been completed.

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and
then issue a vacate letter at which time we may distribute the product.

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach outto me
with any questions or concerns.

Regards,



Jennifer

dennifer C. Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please infarm the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Monday, August 20, 2018 10:16 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE. Ths message Grginglos 1o an oy

Hi Jennifer,
Yes, | am available today to discuss Case No. FIFRA-04-2018-3257.
| am available anytime today until 5PM. Let me know what time works best for you.

Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Friday, August 17, 2018 11:17 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> .
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley @zoetis.com>; James Messina
<jmessina@exponent.com> ‘

Subject: Case No. FIFRA-04-2018-3257




Dear Officer Tomczak,

I would first like to introduce myself. My name is Jennifer Harmer and | am in the US Regulatory Affairs group at

Zoetis. | am writing in regards to Case No. FIFRA-04-2018-3257 for Inovotabs (EPA Registration Number 71847-3-

1007). We are currently working to address the comments in the letter. Do you happen to have any availability on
Monday, August 20™ for a phone call? We would like to provide you with the current status of the request and the
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent).

Thanks in advance and | look forward to speaking with you.

Regards,
Jennifer

dennifer O Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.narmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.



Tomczak, Kimberlz '

From: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Sent: Monday, September 17, 2018 1:44 PM

To: Bauman, Michael

Cc: Crane, John P; Tomczak, Kimberly

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Bauman,

Thank you for the information. | will discuss with Officer Tomczak when she returns to the office tomorrow.

Thanks!
Jennifer

From: Bauman, Michael [mailto:bauman.michael@epa.gov]

Sent: Monday, September 17, 2018 11:54 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

MOTICE Thisomassage arigingies Diom Gy 0w ierial aauron,

Good morning Ms. Harmer,

At this time, the product’s location and any manipulation of the product must remain in compliance with the SSURO that
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order (SSURO) would require an
amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the
same docket number. ‘

If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the
matter further with Ms. Tomczak when she returns to the office tomorrow..

Regards,
Michael

Michael L. Bauman, MS I Life Scientist, Pesticides Section | Chemical Safety and Enforcement Branch
Air, Pesticides and Toxics Management Division I U.S. Environmental Protection Agency Region 4

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which itis
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, conﬁden.tial or
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain,
copy, or disseminate this message or any part of it. If you have received this message in error, please notify the sender
immediately by e-mail and delete all copies of the message.

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, September 17, 2018 11:36 AM
To: Bauman, Michael <bauman.michael@epa.gov>




Cc: Crane, John P <john.p.crane@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Bauman,

| just received Officer Tomczak’s out of office and so am hoping you can address a question that we have regarding Case
No. FIFRA-04-2018-3257.

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on
the label.

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03) is acceptable and
complies with the requirements of the SSURO? :

Thanks in advance for your assistance and | look forward to hearing from you.

Regards,
Jennifer

Jennifer O, Harmaer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the
sender immediately.

From: Harmer, Jennifer

Sent: Monday, September 17, 2018 11:27 AM

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: FW: Case No. FIFRA-04-2018-3257

Hi Kimberly,
Happy Monday! | hope you had an enjoyable weekend.
Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,

Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
2



'  proposing tq have the relabeling take place at Contrapac’s facility that is around the biock from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling

operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on
the label.

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO?

Thanks!
Jennifer

Jennifer O, Harmor

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 9:09 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

PRI ATES TVOIT AN SETarTay SOty

NOTICE: This messs

Hi John,

Other shipments of the product can be imported. The label should be in compliance of FIFRA.

Regards,
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From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Thursday, August 30, 2018 9:02 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Thanks Kimberly. in answer to your question, | have just had it confirmed that no we do not.

Best regards, John

John P, Orane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 ; john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mait or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly {[mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 8:04 AM

To: Crane, John P <john.p.crane@zoetis.com>

'Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov> _

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: Thus message oniy

Hi John,
The SSURO only applies to the two shipments in the SSURO.
Do you have another shipment that arrived in the US that contains the same misbranded product?

Regards,
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From: Crane, John P [mailto:john.p.crane @zoetis.com]
Sent: Wednesday, August 29, 2018 1:30 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kimberly:
Jennifer is on vacation this week so | contacting you. | have an update and a question.

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance.

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments
specified in the SSURO. | ask because we have new stock on order that will be labeled with fully compliant labeling and
which might be ready for shipment from Medentech, ireland to the US even before we receive the vacate letter from
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that.

Many thanks.

Best regards, John

John P Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 : john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis
FOR ANIMALS. FOR HEALTH. FOR YU

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Ac.cess
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of thl_s e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are net an addressee, please inform the

sender immediately.

From: Tomczak, Kimberly {mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, August 23, 2018 4:24 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

$ubject: RE: Case No. FIFRA-04-2018-3257

MOTICE This mey



Hi Jennifer,
A photo of each stack will suffice.

I'hope that helps. If you would like to discuss further, please let me know.

Regards,

vont Tomezak kimberly@epa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Wednesday, August 22, 2018 1:09 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

Thanks for your message. To make sure | understand the requirements, can you please clarify if a photo of each stack,
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit?

Thanks in advance for your assistance!

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, August 22, 2018 9:54 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

ROTHZE This mg

Hi Jennifer,

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked
together.

1 hope that helps. If you would like to discuss further, please let me know.
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Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Tuesday, August 21, 2018 2:27 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,
I hope your Tuesday is going well!

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we
should submit pictures?

Thanks in advance for your assistance. We really appreciate your support.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Monday, August 20, 2018 3:12 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Jénnifer,

It was nice talking with you earlier.

Glad | could be of assistance. | will wait to hear back from you when the product has been relabeled.
Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, August 20, 2018 2:44 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Tomczak,

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line
review of the artwork and have made some additional minar revisions in order to comply with the master label. The
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply
with the language on the master label for end-use products packaged in containers with sizes of less than 50

pounds. The marked up artwork was sent to Medentech on Friday, August 17" with a request to expedite these label
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac’s
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR
156.10(f) which requires labels to bear the establishment number of the final establishment at which the product was
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases
along with a certification that the re-labeling has been completed.

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and
then issue a vacate letter at which time we may distribute the product.

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me
with any questions or concerns.

Regards,

Jennifer

Jennifer G, Harmaey

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.



From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Monday, August 20, 2018 10:16 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: RE: Case No. FIFRA-04-2018-3257

YT R BOUTOE,

Hi Jennifer,

Yes, | am available today to discuss Case No. FIFRA-04-2018-3257.

| am available anytime today until 5PM. Let me know what time works best for you.
Regards,

honbhorly Fotezah, Dale Seienit
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From: Harmer, Jennifer [mailto:jennifer.narmer@zoetis.com]

Sent: Friday, August 17, 2018 11:17 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane @zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<imessina@exponent.com>

Subject: Case No. FIFRA-04-2018-3257

Dear Officer Tomczak,

1 would first like to introduce myself. My name is Jennifer Harmer and | am in the US Regulatory Affairs group at

Zoetis. | am writing in regards to Case No. FIFRA-04-2018-3257 for Inovotabs (EPA Registration Number 71847-3-

1007). We are currently working to address the comments in the letter. Do you happen to have any availability on
Monday, August 20™ for a phone call? We would like to provide you with the current status of the request and the
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, lohn Crane
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent).

Thanks in advance and | look forward to speaking with you.

Regards,
Jennifer



Jennifer O Marmer

Associate Director, US Regulatory Affairs
Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or

any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.
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Tomczak, Kimberly ‘

From: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Sent: Wednesday, September 19, 2018 10:43 AM

To: Tomczak, Kimberly

Cc Crane, John P

$ubject: ' RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

Thanks for this information! Can you please provide an estimate on timing to amend the SSURO? Do you anticipate that
it can be amended in the next week or is this something that will take a significant amount of time (e.g., weeks to
months)?

| appreciate your assistance with this!

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, September 19, 2018 9:29 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane @zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: Thes s

Hi Jennifer,
We are going to amend the SSURO to allow you to relabel at the other facility listed.

Please be advised that the product cannot be moved or relabeled at the facility until the Amended SSURO is issued.

Regards,

Forinrberiy Forreanaie bale s
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From: Harmer, Jennifer [mailto:iennifer.harmer@zoetis.com]
Sent: Monday, September 17, 2018 11:27 AM
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>




Cc: Crane, John P <john.p.crane @zoetis.com>
Subject: FW: Case No. FIFRA-04-2018-3257

Hi Kimberly,
Happy Monday! | hope you had an enjoyable weekend.

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on
the label.

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO?

Thanks!
Jennifer

Jennifer O Havmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 9:09 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE, this

SRS SUIEHNBTeS TR o eIern . waures
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Hilohn,

Other shipments of the product can be imported. The label should be in compliance of FIFRA.

Regards,
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From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Thursday, August 30, 2018 9:02 AM

To: Tomczak, Kimberly <Tomczak Kimberly@epa.gov>

Cc: Harmer, lennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Thanks Kimberly. In answer to your question, | have just had it confirmed that no we do not.

Best regards, John

John P. Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

Zoetis
FOR ANIMALS. FOR HEALTH. FOR YOU

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 8:04 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

MOTHIE: This o

HiJohn,

The SSURO only applies to the two shipments in the SSURO.



Do you have another shipment that arrived in the US that contains the same misbranded product?

Regards,

Phiones 1502.805%

cinoni Tomezak kimberly@cpa.gov

From: Crane, lohn P [mailto:john.p.crane@zoetis.com]
Sent: Wednesday, August 29, 2018 1:30 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kimberly:
Jennifer is on vacation this week so | contacting you. 1 have an update and a question.

The update is that we have corrected the iabeiing and will be printing those shortly for the relabeling operation at
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance.

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments
specified in the SSURO. | ask because we have new stock on order that will be labeled with fully compliant labeling and
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that.

Many thanks.

Best regards, John

Jobn P Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

tis
FOR ANIMALS, FOR HERLTH FOR YOUL
LEGAL NOTICE
Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) ley. Ac‘cess
to this e-mail by anyone else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or

any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.



From: Tomczak, Kimberly [mailto:Tomczak Kimberly@epa.gov]
Sent: Thursday, August 23, 2018 4:24 PM '

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Jennifer,
A photo of each stack will suffice.
| hope that helips. If you would like to discuss further, please let me know.

Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Wednesday, August 22, 2018 1:09 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

Thanks for your message. To make sure | understand the requirements, can you please clarify if a photo of each stack,
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit?

Thanks in advance for your assistance!

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, August 22, 2018 9:54 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257
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Hi Jennifer,

A variety of different pictures will be needed. Please provide legible pictures of the label on the product {labels from
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked
together. '

I hope that helps. If you would like to discuss further, please let me know.

Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Tuesday, August 21, 2018 2:27 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,
I hope your Tuesday is going well!

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we
should submit pictures?

Thanks in advance for your assistance. We really appreciate your support.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Monday, August 20, 2018 3:12 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

€c: Crane, John P <john.p.crane@zoetis.com>

pubject: RE: Case No. FIFRA-04-2018-3257

NOTICE: Tais m




Hi Jennifer,
It was nice talking with you earlier.

Glad | could be of assistance. | will wait to hear back from you when the product has been relabeled.

Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, August 20, 2018 2:44 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Tomczak,

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line
review of the artwork and have made some additional minor revisions in order to comply with the master label. The
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply
with the language on the master label for end-use products packaged in containers with sizes of less than 50

pounds. The marked up artwork was sent to Medentech on Friday, August 17*" with a request to expedite these label
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac’s
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR
156.10(f) which requires labels to bear the establishment number of the final establishment at which the product was
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases
along with a certification that the re-labeling has been completed.

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and
then issue a vacate letter at which time we may distribute the product.

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me
with any questions or concerns.

Regards,

Jennifer

Jennifer . Harme:

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007



Office: 269.359.4857 | iennifer.harmer@zoetjs.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be untawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Monday, August 20, 2018 10:16 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com> :

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: Thiz messags ooginales from an

TEL BOUrSE

Hi Jennifer,
Yes, | am available today to discuss Case No. FIFRA-04-2018-3257.

| am available anytime today until 5PM. Let me know what time works best for you.
Regards,

: [T
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Pl Tomezak.kimberly@epa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Friday, August 17,2018 11:17 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: Case No. FIFRA-04-2018-3257

Dear Officer Tomczak,

I would first like to introduce myself. My name is Jennifer Harmer and | am in the US Regulatory Affairs group at
Zoetis. | am writing in regards to Case No. FIFRA-04-2018-3257 for inovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on

8



Monday, August 20* for a phone call? We would like to provide you with the current status of the request and the
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent).

Thanks in advance and | look forward to speaking with you.

Regards,
Jennifer

Jeaniter U, Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.



Tomczak, Kimberlx

From: Nicola Roche <nicola.roche@kersia-group.com>
Sent: Tuesday, November 27, 2018 5:43 AM

To: Tomczak, Kimberly

Subject: RE: FIFRA-04-2018-3257

Hi Kimberly,
Yes thank you, Michael was a great help!
I hope you had a wonderful Thanksgiving.

-Kind regards
Nicola

Nicola ROCHE

Customer Relations & Communie ntons Manago

nicola.roche@kersia-group.com
M/ +353 86 805 9380 T/ +353 53 911 7929

Miersia.

MY PRED Ko’

antigerm medentech 53
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From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Monday 26 November 2018 18:12

To: Nicola Roche <nicola.roche @kersia-group.com>

Subject: RE: FIFRA-04-2018-3257

Hi Nicola,

| believe Michael Bauman responded to the company while | was out of the office.

Please let me know if you have any additional questions.

Regards,
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From: Nicola Roche <nicola.roche@kersia-group.com>
Sent: Tuesday, November 20, 2018 10:10 AM
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: [SPAM-Sender] FIFRA-04-2018-3257

Good afternoon Kimberly,

| hope my mail finds you well.

At the moment | am trying to schedule the return of goods from ContraPac to Ireland.

We have forwarded revised packing lists and an invoice for the return leg, however | am not sure if we need approval
from the EPA to move the goods?

The attached only states a letter must bé provided when goods are received into our warehouse in Wexford.

The broker has asked the following:
Will this be under US Customs/FDA supervision i.e. they need to be present when container is loaded?

If you could help clarify whether we can just ship the goods or whether we need an EPA official present, { would really be
very grateful.

Thank you for your help
Kind regards
Nicola
Micola ROCHE

Customer Retations & Comrmnnioations Mannge:

nicoia.roche@hersia-group.com
M/ +353 86 B0B 8380 T/ 4353 53911 7929

HYBPERED ®pcn
antigerm mnedestech 03
A
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Tomczak, Kimberlz

From: Nicola Roche <nicola.roche@kersia-group.com>
Sent: Tuesday, November 27, 2018 5:43 AM

To: Tomczak, Kimberly

Subject: RE: FIFRA-04-2018-3257

Hi Kimberly,
Yes thank you, Michael was a great help!
I hope you had a wonderful Thanksgiving.

Kind regards
Nicola

Micoia ROCHE

Custormes Relations & Commmsncabon, Manager

nicola. roched@kersia-group. com
M/ +35%3 86 805 9380 T/ +353 53 953 7920

kersia.
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From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Monday 26 November 2018 18:12

To: Nicola Roche <nicola.roche @kersia-group.com>

Subject: RE: FIFRA-04-2018-3257

Hi Nicola,

I believe Michael Bauman responded to the company while | was out of the office.

Please let me know if you have any additional questions.

Regards,
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From: Nicola Roche <nicola.roche @kersia-group.com>
Sent: Tuesday, November 20, 2018 10:10 AM
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: [SPAM-Sender] FIFRA-04-2018-3257

Good afternoon Kimberly,

I hope my mail finds you well.

At the moment i am trying to schedule the return of goods from ContraPac to ireland.

We have forwarded revised packing lists and an invoice for the return leg, however | am not sure if we need approval
fram the EPA to move the goods?

The attached only states a letter must be provided when goods are received into our warehouse in Wexford.

The broker has asked the following:
Will this be under US Customs/FDA supervision i.e. they need to be present when container is loaded?

if you could help clarify whether we can just ship the goods or whether we need an EPA official present, | would really be
very grateful.

Thank you for your help
Kind regards
Nicola
Nicola ROCHE

sastome Redations & Commumcations sMianagers

nicala.rochedkersia-group. com
M/ 35T 26 805 A3BC T/ #5353 53 811 FY29
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Tomczak, Kimberlx , :

From: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Sent: Monday, November 12, 2018 7:49 AM

To: Tomczak, Kimberly; Crane, John P

Cc: Bauman, Michael; Ho, Kanoelehua

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim,

| received the letter last Thursday informing Zoetis that we can export the two shipments listed in the SSURO. Within
the SSURO, there is a request for a letter confirming that the product has been exported to and received at Medentech
in Ireland. Can you please confirm that a single letter confirming both export and receipt will suffice or if the request is
for two separate letters, one confirming export and another confirming receipt?

Thanks in advance for your assistance with this!
Regards,

Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Tuesday, November 06, 2018 7:04 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Crane, John P <john.p.crane@zoetis.com>
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

MOTICE hos mesSade ongmat

Hi Jennifer,
We hope to get a letter out to you shortly in regards to the next step.

If you do not receive anything by close of business on Thursday, November 8, please let me know.

Regards,

Phones Jo s
Foeol Tomezak. kimberly@cpa.gov




From: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Sent: Monday, November 05, 2018 4:11 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Crane, John P <john.p.crane@zoetis.com>
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

John Crane is out of the office this week and so | am foliowing up on the below shipment. Can you please advise on next
steps to export this consignment at Contrapac back to Medentech, Ireland?

Thanks in advance!
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, October 31, 2018 4:03 PM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This mess

HiJohn,
I am in discussions with my Supervisor about the steps that will need to be taken to get these shipments exported.
I will be in touch with you tomorrow or Friday.

Regards,
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From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Tuesday, October 30, 2018 6:47 AM

To: Tomczak, Kimberly <Tomczak.Kimberly @epa.gov> ,

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Good morning Kimberly:

Are you able to advise on next steps to export this consignment at Contrapac back to Medentech, ireland?

2



Thanks, John

dJebin B Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 : john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. EOR HEALTH, FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) onty. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the
sender immediately.

From: Crane, john P

Sent: Tuesday, October 23, 2018 3:33 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly:
Thank you for your message. We look forward to hearing back from you.

Best regards, John

John ¥ Jrane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FUR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.



From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Tuesday, October 23, 2018 3:16 PM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Bauman, Michael <bauman.michael®epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

L T mmasy
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Good afternoon,
| have reached out to my Supervisor in regards to this request and will get back in touch with you as soon as | can.

The shipment should remain where it is currently located until you hear back from the EPA Region 4 office.

Thank you,
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From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Monday, October 22,2018 11:30 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <hg.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly:
My colleague Jennifer Harmer is travelling this week hence this email from me.

The relabeling operation was commenced last week at Contrapac but it was found that the wording from the original
label was not completely obscured by the new label, so the operation was immediately haited.

Medentec has now decided to exbort the two shipments back to their facility in Ireland and relabel or repackage there.
Please can you advise as to what is needed from EPA to allow this export (SSURD, . ORDER, 20. (a)). | am not sure if we
need another letter releasing these two shipments from the SSURO.

Thank you in advance.

John P. Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 45007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com



zoetis
FOR ANIMALS. FOR HEALTH. FOR ¥0U.
LEGAL NOTICE |

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately. ’

From: Harmer, Jennifer

Sent: Thursday, October 18, 2018 11:35 AM

To: Tomczak, Kimberly <Tomczak. Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim,
Attached are the labels that will be used for relabeling the two shipments.

Please do not hesitate to contact me with additional questions or concerns.

Thanks!
Jennifer

Jennifer O Harnmor

Associate Director, US Regulatory Affairs
Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 48007

Office: 269.359.4857 | jennifer.harmer@zoetis.com

Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the cantents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [maiito:Tomczak.Kimberly@epa.gov]

Sent: Thursday, October 18, 2018 9:40 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane @zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257
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Good morning,

Thank you for the update. Can you send me a copy of the label that you plan to use for relabeling the products?

Thank you,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Thursday, October 18, 2018 9:15 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, jJohn P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov> :

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly,

In respons'e to your questions below, please note that the re-labeling of the two shipments outlined in the SSURO is in
progress. We anticipate that the relabeling will be completed next week. We will be in touch once the relabeling is
complete.

Please do not hesitate to contact me with any additional questions.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, October 17, 2018 5:43 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

i TR R BOUTS e

NOTI CE: o message s

Good afternoon,
What is the status of these two shipments that are outlined in the SSURO? Have they been relabe_led?

Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Thursday, September 27, 2018 5:11 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

| am writing to follow-up on the amendment to the SSURO. Do you happen to have any information on when we can
expect to receive the amendment?

Thanks in advance!

Jennifer

From: Harmer, Jennifer

Sent: Wednesday, September 19, 2018 5:33 PM

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane @zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

There is an error in the number below. The correct establishment number is 52270-GA-03 and the address is 5400
Bucknell Drive, Atlanta, GA 30336.

Apologies for the confusion and thanks again for your assistance.

Regards,
Jennifer

From: Tomczak, Kimberly [maiito:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, September 19, 2018 4:37 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

T T N T L SO OV S S SU SR SO S U SR
NOTICE: Vs message noiginates from an axlerna! Soums

Hi Jennifer,



Below you state that you would like to relabel the product at EPA Est. No. 52770-GA-03. Is that the correct number?

Thank you,

L Tomezak kimberly@cpa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Monday, September 17, 2018 1:44 PM

To: Bauman, Michael <bauman.michael@epa.gov> ‘

Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Bauman,
Thank you for the information. | will discuss with Officer Tomczak when she returns to the office tomorrow.

Thanks!
Jennifer

From: Bauman, Michael [mailto:bauman.michael@epa.gov]

Sent: Monday, September 17, 2018 11:54 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message originaios rom an

Good morning Ms. Harmer,

At this time, the product’s location and any manipulation of the product must remain in compliance with the SSURO that
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order (SSURO) would require an
amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the
same docket number.

~ If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the
- matter further with Ms. Tomczak when she returns to the office tomorrow..

Regards,
Michael
Michael L. Bauman, MS I Life Scientist, Pesticides Section I Chemical Safety and Enforcement Branch

Air, Pesticides and Toxics Management Division | U.S. Environmental Protection Agency Region 4
61 Forsyth Street, SW Atlanta, GA 30303 ITel: 404-562-8962 l Email: bauman.michael@epa.gov
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CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain,
copy, or disseminate this message or any part of it. If you have received this message in error, please notify the sender
immediately by e-mail and delete all copies of the message.

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, September 17, 2018 11:36 AM '
To: Bauman, Michael <bauman.michael@epa.gov>

Cc: Crane, John P <john.p.crane @zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Bauman,

| just received Officer Tomczak’s out of office and so am hoping you can address a question that we have regarding Case
No. FIFRA-04-2018-3257. ‘ ‘

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on
the label.

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03) is acceptabie and
complies with the requirements of the SSURO?

Thanks in advance for your assistance and | look forward to hearing from you.

Regards,
Jennifer

Jennifer O Hanver

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Harmer, Jennifer
Sent: Monday, September 17,2018 11:27 AM



To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>
Subject: FW: Case No. FIFRA-04-2018-3257

Hi Kimberly,
Happy Monday! | hope you had an enjoyable weekend.

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac iocation on Bucknell Drive on
the label.

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO?

Thanks!
Jennifer

Jennifer C. Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [maifto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 9:09 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NMOTHIE: This mass
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Hi John,
Other shipments of the product can be imported. The label should be in compliance of FIFRA.

Regards,
10
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From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Thursday, August 30, 2018 9:02 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Thanks Kimberly. in answer to your question, | have just had it confirmed that no we do not.

Best regards, John

Jontin P. Orang

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOI
LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mait by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {(or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 8:04 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NGT 3’\

Hi John,

11



The SSURO only applies to the two shipments in the SSURO.
Do you have another shipment that arrived in the US that contains the same misbranded product?
Regards,
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From: Crane, John P [mailto:john.p.crane@zoetis.com]
Sent: Wednesday, August 29, 2018 1:30 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kimberly:
Jennifer is on vacation this week so | contacting you. | have an update and a question.

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at
Contrapac. Once compieted we will be sending you the pictures plus the certification letter of compliance.

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments
specified in the SSURO. | ask because we have new stock on order that will be labeled with fully compliant labeling and
which might be ready for shipment from Medentech, ireland to the US even before we receive the vacate letter from
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that.

Many thanks.

Best regards, John

John P, Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOUL

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or

12



any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, August 23, 2018 4:24 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: Thin viess

Hi Jennifer,
A photo of each stack will suffice.

| hope that helps. if you would like to discuss further, please let me know.

Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Wednesday, August 22, 2018 1:09 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

Thanks for your message. To make sure | understand the requirements, can you please clarify if a photo of each stack,
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit?

Thanks in advance for your assistance!

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, August 22, 2018 9:54 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

13



NOTIOE: Tiis

Hi Jennifer,

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked
together.

1 hope that helps. If you would like to discuss further, please let me know.

Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Tuesday, August 21, 2018 2:27 PM '
To: Tomczak, Kimberly <Tomczak.Kimberly @epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,
| hope your Tuesday is going well!

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of
the cases? if more than one picture is required, can you please specify the number or percentage of cases for which we
should submit pictures?

Thanks in advance for your assistance. We really appreciate your support.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Monday, August 20, 2018 3:12 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

14
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Hi Jénnifer, |

It was nice talking with you earlier.

Glad | could be of assistance. | will wait to hear back from you when the product has been relabeled.
Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, August 20, 2018 2:44 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Tomczak,

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line
review of the artwork and have made some additional minor revisions in order to comply with the master iabel. The
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply
with the language on the master label for end-use products packaged in containers with sizes of less than 50

pounds. The marked up artwork was sent to Medentech on Friday, August 17" with a request to expedite these label
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac’s
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR
156.10(f) which requires labels to bear the establishment number of the final establishment at which the product was
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases
along with a certification that the re-labeling has been completed.

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and
then issue a vacate letter at which time we may distribute the product.

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me
with any questions or concerns.

' Regards,
Jennifer

Jennifer O Harmer
15



Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Monday, August 20, 2018 10:16 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley @zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This messane o

Hi Je‘nnife’r,

Yes, | am available today to discuss Case No. FIFRA-04-2018-3257.

I am available anytime today until 5PM. Let me know what time works best for you.
Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Friday, August 17, 2018 11:17 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: Case No. FIFRA-04-2018-3257

Pear Officer Tomczak,

16



I would first like to introduce myself. My name is Jennifer Harmer and | am in the US Regulatory Affairs group at

Zoetis. | am writing in regards to Case No. FIFRA-04-2018-3257 for Inovotabs (EPA Registration Number 71847-3-

1007). We are currently working to address the comments in the letter. Do you happen to have any availability on
Monday, August 20% for a phone call? We would like to provide you with the current status of the request and the
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myseif, John Crane
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent).

Thanks in advance and | look forward to speaking with you.

Regards,
Jennifer

Jennifer O Harme:

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidentiat and may he privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

17



Tomczak, Kimberlx

From: Bauman, Michael

Sent: Wednesday, November 21, 2018 9:38 AM

To: Crane, John P; Nicola Roche

Cc: Harmer, Jennifer; Tomczak, Kimberly; Ho, Kanoelehua
Subject: RE: Case No. FIFRA-04-2018-3257

Good morning,
That is correct.

Regards,
Michael

From: Crane, John P <john.p.crane@zoetis.com>

Sent: Wednesday, November 21, 2018 8:55 AM

To: Bauman, Michael <bauman.michael@epa.gov>; Nicola Roche <nroche @medentech.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Good morning Michael.
All noted.

Do I interpret correctly therefore that an EPA official does not need to be present when the container is loaded for
export at Contrapac (for export back to the Medentech facility in ireland)?

Thank you.

Best regards, John

John P Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis
FOR AHIMALS. FOR HEALTH. FOR YOI

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) gnly. Af:cess
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
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any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Bauman, Michael [mailto:bauman.michael@epa.gov]

Sent: Wednesday, November 21, 2018 8:47 AM

To: Crane, John P <john.p.crane@zoetis.com>; Nicola Roche <nroche @medentech.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

MOTICE This mcssaoe o

Good morning,
Please note a correction in the second paragraph below:

As part of the verification requested for when the shipment arrives at Medentech in Ireland (from the letter stamped
November 5, 2018), please provide a signed certification from Zoetis’ chief executive officer (CEO) or other authorized
official of the company stating the quantity of product exported, the date and location of export and the date and
location of receipt at Medentech.

Please note that the EPA may decide to conduct an inspection at Contrapac’s facility to confirm and verify that the
product has been exported.

Regards,
Michael

Tel: 404-562-8962 l Email: bauman.michael@epa.gov

From: Crane, John P <john.p.crane@zoetis.com>
Sent: Tuesday, November 20, 2018 1:40 PM

To: Bauman, Michael <bauman.michael@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Thanks Michael.

Regards, John

From: Bauman, Michae! {mailto:bauman.michael@epa.gov]

Sent: Tuesday, November 20, 2018 1:23 PM

To: Crane, John P <john.p.crane @zoetis.com>; Nicola Roche <nroche@medentech.com>

Cc: Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer <jennifer.harmer@zoetis.com>; Tomczak, Kimberly
<Tomczak.Kimberly@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This massag:



Good afternoon,

I have forwarded on your and Nicole’s questions for a response and will provide the additional information when it is
available.

Regards,
Michael

From: Crane, John P <john.p.crane@zoetis.com>

Sent: Tuesday, November 20, 2018 12:56 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kim:
Jennifer is off on vacation this week hence the email from me.

Medentech is now ready to ship these two shipments back to Ireland. The broker has asked the question whether an
EPA official needs to be present when the container is loaded at Contrapac. The attached EPA letter states “The EPA
Region 4 is hereby allowing Zoetis to export the products back to a Medentech facility in Irefand.” There is no mention of
this needing the oversight of an EPA official. Please can you confirm that no EPA official needs to be present when the
container is loaded for export. ’

Thank you.

Best regards, John

John P Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis
FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) .only. Ac.cess
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of thz§ e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the

sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Tuesday, November 13, 2018 7:15 AM ‘

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Crane, John P <john.p.crane@zoetis.com>
3




Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Jennifer,
You can send one letter that states both pieces of information.
Please let me know if you have any additional questions.

Regards,
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From: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Sent: Monday, November 12, 2018 7:49 AM

To: Tomczak, Kimberly <Tomczak. Kimberly@epa.gov>; Crane, John P <john.p.crane@zoetis.com>
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim,

I received the letter last Thursday informing Zoetis that we can export the two shipments listed in the SSURO. Within
the SSURO, there is a request for a letter confirming that the product has been exported to and received at Medentech
in Ireland. Can you please confirm that a single letter confirming both export and receipt will suffice or if the request is
for two separate letters, one confirming export and another confirming receipt?

Thanks in advance for your assistance with this!
Regards,

Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Tuesday, November 06, 2018 7:04 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Crane, John P <john.p.crane @zoetis.com>
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257




Hi Jennifer,

We hope to get a letter out to you shortly in regards to the next step.

If you do not receive anything by close of business on Thursday, November 8, please let me know.
Regards,
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From: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Sent: Monday, November 05, 2018 4:11 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Crane, John P <john.p.crane@zoetis.com>
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

John Crane is out of the office this week and so | am following up on the below shipment. Can you please advise on next
steps to export this consignment at Contrapac back to Medentech, Ireland?

Thanks in advance!l
lennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, October 31, 2018 4:03 PM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

rAYER PO an external source.

NOTICE: This messags Of

HiJohn,
i am in discussions with my Supervisor about the steps that will need to be taken to get these shipments exported.

I will be in touch with you tomorrow or Friday.

Regards,
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From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Tuesday, October 30, 2018 6:47 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michae! <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Good morning Kimberly:
Are you able to advise on next steps to export this consignment at Contrapac back to Medentech, Ireland?

Thanks, John

John P, Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken} in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the
sender immediately.

From: Crane, John P

Sent: Tuesday, October 23, 2018 3:33 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com> ’

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly:
Thank you for your message. We look forward to hearing back from you.

Best regards, John



John P, Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p. crane(@zoetis.com
Visit Us: zoetis.com

zoetis
FOR ARIMALS. FOR HEALTH. FOR YO

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Tuesday, October 23, 2018 3:16 PM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

MOTICE: This mes

£ CEHHRATES Tr0

Good afternoon,
I have reached out to my Supervisor in regards to this request and will get back in touch with you as soon as | can.

The shipment should remain where it is currently located until you hear back from the EPA Region 4 office.

Thank you,
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From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Monday, October 22, 2018 11:30 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <hg.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly:



~ My colleague Jennifer Harmer is travelling this week hence this email from me.

The relabeling operation was commenced last week at Contrapac but it was found that the wording from the original
label was not completely obscured by the new label, so the operation was immediately halted.

Medentec has now decided to export the two shipments back to their facility in Ireland and relabel or repackage there.
Please can you advise as to what is needed from EPA to allow this export (SSURO, Il. ORDER, 20. (a)). | am not sure if we
need another letter releasing these two shipments from the SSURO.

Thank you in advance.

John F. Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR ¥DU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {(or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Harmer, Jennifer

Sent: Thursday, October 18, 2018 11:35 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim,
Attached are the labels that will be used for relabeling the two shipments.
Please do not hesitate to contact me with additional questions or concerns.

Thanks!
Jennifer

Jennifer C. Hanmner

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com




LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. 1t is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, October 18, 2018 9:40 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This mwiess

Good morning,
Thank you for the update. Can you send me a copy of the label that you plan to use for relabeling the products?

Thank you,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Thursday, October 18, 2018 9:15 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly,

In response to your questions below, please note that the re-labeling of the two shipments outlined in the SSURO is in
progress. We anticipate that the relabeling will be completed next week. We will be in touch once the relabeling is
complete.

Please do not hesitate to contact me with any additional questions.

Regards,
Jennifer



From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, October 17, 2018 5:43 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOGTICE: This o
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Good afternoon,
What is the status of these two shipments that are outlined in the SSURO? Have they been relabeled?

Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Thursday, September 27, 2018 5:11 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

I am writing to follow-up on the amendment to the SSURO. Do you happen to have any information on when we can
expect to receive the amendment?

Thanks in advance!

Jennifer

From: Harmer, Jennifer

Sent: Wednesday, September 19, 2018 5:33 PM

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

There is an error in the number below. The correct establishment number is 52270-GA-03 and the address is 5400
Bucknell Drive, Atlanta, GA 30336.

10



Apologies for the confusion and thanks again for your assistance.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, September 19, 2018 4:37 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Ceal OO

MOTICE: This ny

Hi Jennifer,

Below you state that you would like to relabel the product at EPA Est. No. 52770-GA-03. Is that the correct number?

Thank you,
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From: Harmer, jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Monday, September 17, 2018 1:44 PM

To: Bauman, Michael <bauman.michael@epa.gov>

Cc: Crane, John P <john.p.crane @zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Bauman,
Thank you for the information. | will discuss with Officer Tomczak when she returns to the office tomorrow.

Thanks!
Jennifer

From: Bauman, Michael [mailto:bauman.michael@epa.gov]

Sent: Monday, September 17, 2018 11:54 AM ) ¢
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

11



MOTIHCE: This MesEaie Grigenaies fyoers sry ouiosial we

Good morning Ms. Harmer,

At this time, the product’s location and any manipulation of the product must remain in compliance with the SSURO that
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order (SSURO) would require an
amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the
same docket number. '

If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the
matter further with Ms. Tomczak when she returns to the office tomorrow..

Regards,
Michael

Michael L. Bauman, MS | Life Scientist, Pesticides Section I Chemical Safety and Enforcement Branch
Air, Pesticides and Toxics Management Division I US. Environmental Protection Agency Region 4
61 Forsyth Street, SW Atlanta, GA 30303 l Tel: 404-562-8962 I Email: bauman.michael@epa.gov

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain,
copy, or disseminate this message or any part of it. If you have received this message in error, please notify the sender
immediately by e-mail and delete all copies of the message.

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, September 17, 2018 11:36 AM

To: Bauman, Michael <bauman.michael@epa.gov>

Cc: Crane, John P <jghn.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Bauman,

I just received Officer Tomczak’s out of office and so am hoping you can address a question that we have regarding Case
No. FIFRA-04-2018-3257.

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on

the label.

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03) is acceptable and
complies with the requirements of the SSURO?

Thanks in advance for your assistance and | look forward to hearing from you.

Regards,
Jennifer

12



Jennifer © Harmes

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the

sender immediately.

From: Harmer, Jennifer

Sent: Monday, September 17, 2018 11:27 AM

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: FW: Case No. FIFRA-04-2018-3257

Hi Kimberly,
Happy Monday! | hope you had an enjoyable weekend.

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on
the label.

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO?

Thanks!
Jennifer

Jennifer C. Harmaey

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

13



From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, August 30, 2018 9:09 AM
To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis. com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho. kanoelehua@epagov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTWWE: This massage origmnates fron an odema sourse.

Hilohn,
Other shipments of the product can be imported. The label should be in compliance of FIFRA.

Regards,
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From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Thursday, August 30, 2018 9:02 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Thanks Kimberly. in answer to your question, | have just had it confirmed that no we do not.

Best regards, John

John P. Crang

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS, FOR HEALTH. FOR YOI

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
14



to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 8:04 AM

To: Crane, John P <john.p.crane@zoetis.com> :

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua @epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTHCE This mos

Hi John,
The SSURO only applies to the two shipments in the SSURO.
Do you have another shipment that arrived in the US that contains the same misbranded product?

Regards,
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From: Crane, John P [mailto:john.p.crane@zoetis.com]
Sent: Wednesday, August 29, 2018 1:30 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kimberly:
Jennifer is on vacation this week so | contacting you. | have an update and a question.

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance.

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments
specified in the SSURO. | ask because we have new stock on order that will be labeled with fully compliant labeling and
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that. |

Many thanks.
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Best regards, John

John P Crans

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 268.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

Zoetis
FOR ANIMALS. FOR HEALTH. FOR YOU.
LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. 1t is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, piease inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, August 23, 2018 4:24 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

MOTICE: This messags oy

sxigroal souroe

Hi Jennifer,
A photo of each stack will suffice.

| hope that helps. If you would like to discuss further, please let me know.

Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Wednesday, August 22, 2018 1:09 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,
16



Thanks for your message. To make sure | understand the requirements, can you please clarify if a photo of each stack,
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit?

Thanks in advance for your assistance!

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, August 22, 2018 9:54 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTIHCE: Tiis messags orginats

Hi Jennifer,

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked
together.

I hope that helps. If you would like to discuss further, please let me know.

Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Tuesday, August 21, 2018 2:27 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,
I hope your Tuesday is going well!

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20('b)(ii) requires
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the
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pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we
should submit pictures? '

Thanks in advance for your assistance. We really appreciate your support.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Monday, August 20, 2018 3:12 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This i

PP N B EAETTH SOUTCe

Hi Jennifer,
It was nice talking with you earlier.
Glad I could be of assistance. | will wait to hear back from you when the product has been relabeled.

Regards,

Iovnborts Hoancrabe Fale oo
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i Tomezak. kimberly@cpa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, August 20, 2018 2:44 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Tomczak,

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line
review of the artwork and have made some additional minor revisions in order to comply with the master label. The
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply
with the language on the master label for end-use products packaged in containers with sizes of less than 50

pounds. The marked up artwork was sent to Medentech on Friday, August 17" with a request to expedite these label
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac’s
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establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR
156.10(f) which requires labels to bear the establishment number of the final establishment at which the product was
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases
along with a certification that the re-labeling has been completed.

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and
then issue a vacate letter at which time we may distribute the product.

Thanks again for meeting with us this afternoon. We found the discussion to be really heipful. Please reach out to me
with any questions or concerns.

Regards,

Jennifer

Jannifer O Harmes

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the
sender immediately. ‘

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Monday, August 20, 2018 10:16 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Ce: Crane, John P <john.p.crane @zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: RE: Case No. FIFRA-04-2018-3257

0 OFICENATRS TERT 0t XIS TITAL S0uTe.

Hi Jennifer,

Yes, | am available today to discuss Case No. FIFRA-04-2018-3257.
| am available anytime today until 5PM. Let me know what time works best for you.

Regards,

foviros herney Hesnog
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Friday, August 17, 2018 11:17 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: Case No. FIFRA-04-2018-3257

Dear Officer Tomczak,

t would first like to introduce myself. My name is Jennifer Harmer and | am in the US Regulatory Affairs group at

Zoetis. | am writing in regards to Case No. FIFRA-04-2018-3257 for inovotabs (EPA Registration Number 71847-3-

1007). We are currently working to address the comments in the letter. Do you happen to have any availability on
Monday, August 20" for a phone call? We would like to provide you with the current status of the request and the
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane
(Head of US Regulatory Affairs, Zoetis), and Jim Messina {Consultant, Exponent).

Thanks in advance and [ look forward to speaking with you.

Regards,
Jennifer

Jennifer C. Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the

sender immediately.
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Tomczak, Kimberlz

From: Nicola Roche <nicola.roche@kersia-group.com>

Sent: Wednesday, December 19, 2018 10:28 AM

To: Tomczak, Kimberly; ESMERALDA.MARTINEZ@cbp.dhs.gov
Cc: Bauman, Michael; Ho, Kanoelehua

Subject: RE: U16-10064192 and U16-10084042

Attachments: Case No FIFRA-04-2018-3257 pdf

Hi Kimberly,

I have been advised by the ACE director of import, that there is a discrepancy with regard to the attached letter.
The entry numbers U16 1006419-2 and U16-1008404- 2 must appear on the letter along with our company name,
Medentech as the exporter of the goods.

| understand that it is not your area, but | would sincerely appreciate that between yourself and Esmeraida | can be
guided on this matter.
Everyone seems to have their own procedure and | just want to get move the goods with the correct documentation.

My sincere apologies.
Nicola

Nicola ROCHE

eromer Relniions B O acations Moanages

nicola. roche@kersia-grouR.oom
My + 335 86 BOS 9380 T/ 4353 33911 Fa2¢

kersia.

i s AR
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anbigerm medentech

% v Beran aro onm

From: Patti Cordo <pcordo@americancargoexpress.com>

Sent: Wednesday 19 December 2018 14:58

To: Jerina Morris <jmorris@AmericanCargoExpress.com>; Nicola Roche <nicola.roche @kersia-group.com=>; Greg Low
<greglow@comecast.net> .

Cc: Sinead Walsh <sinead.walsh@kersia-group.com>; Debra Fierro <dfierro@contrapac.com>; Peter Fierro
<pfierro@contrapac.com>; Mark Leonard <Mark Leonard@hornerd.ie>

Subject: RE: RETURN TO JRELAND -MEDENTECH

Nicola
What are you doing to rectify the discrepancy that the Customs Entry and the EPA letter?

Did you speak to EPA to get this corrected?



This is a huge problem as the notice of redelivery issued by Customs is passed date and the EPA letter is not to
Medentech

Nor does it reference an entry number.
This must be resolved prior to export

Regards,
Patti

Patti Cordo

Director of Import

ACE USA & Canada
American Cargo Express
New Jersey Operations
2345 Vauxhall Rd

Union, NJ 07083

Tel: 908-351-3400 x 3026
Fax: 908-289-2490

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution , Order Fulfiliment,
Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more...

To learn more, please visit: http://www.americancargoexpress.com

American Cargo Express, Inc is CIPA'L Certified. We are doing out patt to keep your cargo and our country safe from terrorism in the
global supply chain. To leam more, please visit: http://www.cbp.gov/border-security/ports-entry/cargo-security/c-tpat-
customs-trade-partnership-against-terrorism or contact your local American Cargo Express, Inc. office

IYor T'erms & Conditions please refer to: http://www.americancargoexpress.com/terms-and-conditions

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Tuesday 18 December 2018 17:18

To: ESMERALDA.MARTINEZ@cbp.dhs.gov

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Nicola Roche
<nicola.roche @kersia-group.com>

Subject: U16-10064192 and U16-10084042

Importance: High

Good afternoon,

The importer for Entry U16-10064192 and U16-10084042 has decided to export these shipments. We had
communicated earlier this year about these shipments (see emails on July 25, 2018).

The attached letter allows the company to export the products. Can you provide information to the F)roker on what
other documents are needed to export the two shipments? The broker has been copied on the email.

Thank you for your assistance,



From: Nicola Roche <nicola.roche@kersia-group.com>
Sent: Monday, December 17, 2018 11:34 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: FIFRA-04-2018-3257

Importance: High

Good afternoon Kimberly,
{ hope my mail finds you well.

This query is with regard to FIFRA-04-2018-3257.

We have been trying to consolidate both consignments into a high cubed container to return the goods as promptly as
possible to Medentech.

However, the export company used by our carriers have advised that we can only move the goods under CBP
supervision. The attached CBP form is related to the first shipment.

f have forwarded your attached letter of release and advised supervision is not required.
The export company believes | need additional clearance from the EPA and at this point | really do not know what that
is.

{ sincerely apologise for contacting you, but if you can help at all | would be extremely grateful.

My very best regards
Nicola

Nicoia ROCHE

Customer Retolbions & Conununicahons Manage

nicola. roche@kersia-~group.com
M/ +3R3 86 BD5 9380 T/ 435333811 7929

Miersia.

i ey

A L A

MYRRED Mier L ot

antigernn medentech 03



From: Mark Leonard <Mark.Leonard@hornerd.ie>

Sent: Monday 17 December 2018 15:42

To: Nicola Roche <nicola.roche@kersia-group.com>; Neil Horner <Neil.Horner@hornerd.ie>
Cc: Sinead Walsh <sinead.walsh@kersia-group.com>

Subject: RE: RETURN TO IRELAND -MEDENTECH

Hi Nicola,
our agents have advised:

“this is rejected Merchandise to be returned under CBP supervision
Note you will need to contact Nicola Roche at Medentech see attached
Until Medentech have resolved the outstanding issues we cannot proceed with the Return

Thanks

Kind Regards,
Mark.

|

HORNER AGENCIES LTD,,

Registered Office : Unit 6, 21 Beechwood Close, Boghall Road, Bray, Co. Wicklow, A98 AN81, IRELAND.
Registered in Dublin, ireland No. 431611.

Main Tel : 00-353-1-2137940 / Fax : 00-353-1-2022011.

All business transacted subject to the Company's Standard Trading Terms & Conditions, a copy of which is available on request from the Company
and which in certain cases may exciude or limit the companys' liability. Marine Insurance is not included.

WORLDWIDE SEAFREIGHT SPECIALISTS both FCL and LCL. .
Australia/New Zealand/USA/Canada/Far East/Middle East/Africa/Indian-Sub-Continent/Latin American/Caribbean/Mediterranea n/iceland.

<ACE SLi -revised Aug2018.xls>



Tomczak, Kimberlx

from: Crane, John P <john.p.crane@zoetis.com>

Sent: Friday, December 28, 2018 12:04 PM

To: Tomczak, Kimberly

Cc: Bauman, Michael; Ho, Kanoelehua; Harmer, Jennifer
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim:

Yes, Medentech is taking respaonsibility for exporting the product back to their plant in {reland. | have no problem with
you keeping the revised letter addressed to us (Zoetis). It can come to me at the address below.

Thanks, John

John . Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis
FOR ANIMALS, FOR HEALTH. FOR YOI

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly {mailto:Tomczak.Kimberly@epa. gov]

Sent: Friday, December 28, 2018 11:02 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
_ <jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

‘Importance: High

cagie origioales oo a0 exinensl souve

Hi John and Jennifer,

| have been notified that the export letter needs to state that Medentech is responsible for exporting the products not
Zoetis. Is Medentech responsibie for the export of these products?

When we send out the revised letter, shouid it still be addressed to you?
1



Thank you,

P, oty
1SR TR FRENE R R

il Tomezak. kimberly@cepa.gov

From: Crane, John P <john.p.crane@zoetis.com>

Sent: Tuesday, November 20, 2018 12:56 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kim:
Jennifer is off on vacation this week hence the email from me.

Medentech is now ready to ship these two shipments back to Ireland. The broker has asked the question whether an
EPA official needs to be present when the container is loaded at Contrapac. The attached EPA letter states “The EPA
Region 4 is hereby allowing Zoetis to export the products back to a Medentech facility in Ireland.” There is no mention of
this needing the oversight of an EPA official. Please can you confirm that no EPA official needs to be present when the
container is loaded for export.

Thank you.

Best regards, John

John P Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

t &
FOR ANIMALS. FOR HEALTH. FOR YOIL
LEGAL NOTICE
Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access

to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of thi§ e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the

sender immediately.



From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Tuesday, November 13, 2018 7:15 AM

To: Harmer, Jennifer <jgnnifer.harmer@zoetis.com>; Crane, John P <john.p.crane@zoetis.com>
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Jennifer,

You can send one letter that states both pieces of information.
Please let me know if you have any additional questions.
Regards,

Fornvaerhy o vnbo Dale men o

H

c )
PN bonvivome ngad

oseriion Necpev, Heoron
Puosticries Hechion
OF Forsothy =3 Nbatn, % ki

Phope: 1010002 w087

Froad: Tomezak kimberly@epa.gov

From: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Sent: Monday, November 12, 2018 7:49 AM

To: Tomczak, Kimberly <Tomeczak.Kimberly@epa.gov>; Crane, John P <john.p.crane@zoetis.com>
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim,

I received the letter last Thursday informing Zoetis that we can export the two shipments listed in the SSURO. Within
the SSURO, there is a request for a letter confirming that the product has been exported to and received at Medentech
in Ireland. Can you please confirm that a single letter confirming both export and receipt will suffice or if the request is
for two separate letters, one confirming export and another confirming receipt? '

Thanks in advance for your assistance with this!

Regards,

Jennifer

From: Tomczak, Kimberly [mailto:Tomczak Kimberly@epa.gov]
Sent: Tuesday, November 06, 2018 7:04 AM .
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Crane, John P <john.p.crane@zoetis.com>




Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Jennifer,
We hope to get a letter out to you shortly in regards to the next step.

If you do not receive anything by close of business on Thursday, November 8, please let me know.

Regards,
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From: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Sent: Monday, November 05, 2018 4:11 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Crane, John P <john.p.crane@zoetis.com>
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

John Crane is out of the office this week and so | am following up on the below shipment. Can you please advise on next
steps to export this consignment at Contrapac back to Medentech, ireland?

Thanks in advance!
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak. Kimberly@epa.gov]

Sent: Wednesday, October 31, 2018 4:03 PM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This mes

HiJohn,
I am in discussions with my Supervisor about the steps that will need to be taken to get these shipments exported.

4



I will be in touch with you tomorrow or Friday.

Regards,
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From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Tuesday, October 30, 2018 6:47 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Good morning Kimberly:
Are you able to advise on next steps to export this consignment at Contrapac back to Medentech, Ireland?

Thanks, John

John B Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOI

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. ttis intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Crane, John P

Sent: Tuesday, October 23, 2018 3:33 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Heilo Kimberly:



Thank you for your message. We look forward to hearing back from you.

Best regards, John

John P Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS, FOR HEALTH. FOR YOUL

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Tuesday, October 23, 2018 3:16 PM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com> '

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This mwssags ongingies from o

Good afternoon,

1 have reached out to my Supervisor in regards to this request and will get back in touch with you as soon as | can.

The shipment should remain where it is currently located until you hear back from the EPA Region 4 office.

e

Phooe 00

Lol Tomezak.kimberly@cpa.gov

Yyt

From: Crane, John P [mailto:john.p.crane@zoetis.com]
Sent: Monday, October 22, 2018 11:30 AM
Yo: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>




. Cec: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>
" Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly:
My colleague Jennifer Harmer is travelling this week hence this email from me.

The relabeling operation was commenced last week at Contrapac but it was found that the wording from the original
label was not completely obscured by the new label, so the operation was immediately halted.

Medentec has now decided to export the two shipments back to their facility in Ireland and relabel or repackage there.
Please can you advise as to what is needed from EPA to allow this export (SSURO, Il. ORDER, 20. (a)). | am not sure if we
need another letter releasing these two shipments from the SSURO.

Thank you in advance.

John B Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOI,

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mait or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Harmer, Jennifer

Sent: Thursday, October 18, 2018 11:35 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim,
Attached are the labels that will be used for relabeling the two shipments.
Please do not hesitate to contact me with additional questions or concerns.

Thanks!
Jennifer

Jenniter O Harmer



Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857  jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are nat an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, October 18, 2018 9:40 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257
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NOTHCE: This mess

Good morning,
Thank you for the update. Can you send me a copy of the label that you plan to use for relabeling the products?
Thank you,
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From: Harmer, lennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Thursday, October 18, 2018 9:15 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly,

In response to your questions below, please note that the re-labeling of the two shipments outlined in the SSL{RO.is in
progress. We anticipate that the relabeling will be completed next week. We will be in touch once the relabeling is
complete.



Please do not hesitate to contact me with any additional questions.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak Kimberly@epa.gov]

Sent: Wednesday, October 17, 2018 5:43 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE . This messane ot {iviat
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Good afternoon,
What is the status of these two shipments that are outlined in the SSURO? Have they been relabeled?

Regards,
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From: Harmer, lennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Thursday, September 27, 2018 5:11 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

| am writing to follow-up on the amendment to the SSURO. Do you happen to have any information on when we can
expect to receive the amendment?

Thanks in advance!

Jennifer

From: Harmer, Jennifer

Sent: Wednesday, September 19, 2018 5:33 PM

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257




Hi Kimberly,

There is an error in the number below. The correct estéblishment number is 52270-GA-03 and the address is 5400
Bucknell Drive, Atlanta, GA 30336.

Apologies for the confusion and thanks again for your assistance.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, September 19, 2018 4:37 PM

To: Harmer, Jennifer <jennifer. harmer@zoetis.com>; Bauman, Mlchael <bauman. mlchael@epa gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

co s

Hi Jennifer,

Below you state that you would like to relabel the product at EPA Est. No. 52770-GA-03. s that the correct number?

Thank you,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Monday, September 17, 2018 1:44 PM

To: Bauman, Michael <bauman.michael@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Bauman,
Thank you for the information. | will discuss with Officer Tomczak when she returns to the office tomorrow.

Thankst!
Jennifer

From: Bauman, Michael [mailto:bauman.michael@epa.gov]
Sent: Monday, September 17, 2018 11:54 AM
To: Harmer, lennifer <jennifer.harmer@zoetis.com>
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Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

BT L TR L g : i
NOTICE: Thin mosnage driminaies from an pxt

Good morning Ms. Harmer,

At this time, the product’s location and any manipulation of the product must remain in compliance with the SSURO that
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order (SSURO) would require an
amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the
same docket number.

If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the
matter further with Ms. Tomczak when she returns to the office tomorrow..

Regards,
Michael

Michael L. Bauman, MS l Life Scientist, Pesticides Section | Chemical Safety and Enforcement Branch
Air, Pesticides and Toxics Management Division l U.S. Environmental Protection Agency Region 4
61 Forsyth Street, SW Atlanta, GA 30303 | Tel: 404-562-8962 l Email: bauman.michael@epa.gov

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain,
copy, or disseminate this message or any part of it. If you have received this message in error, please notify the sender
immediately by e-mail and delete all copies of the message.

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, September 17, 2018 11:36 AM

To: Bauman, Michael <bauman.michael@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Bauman,

I just received Officer Tomczak’s out of office and so am hoping you can address a question that we have regarding Case
No. FIFRA-04-2018-3257.

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac location on Buckneli Drive on

the label.

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03) is acceptable and
complies with the requirements of the SSURO?

Thanks in advance for your assistance and | look forward to hearing from you.

11



Regards,
Jennifer

Jennifer O Marmaes

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyane else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the
sender immediately.

From: Harmer, Jennifer

Sent: Monday, September 17, 2018 11:27 AM

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: FW: Case No. FIFRA-04-2018-3257

Hi Kimberly,
Happy Monday! | hope you had an enjoyable weekend.

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on
the label. ‘ '

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO?

Thanks!
Jennifer

Jennifer C, Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com
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LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unautharised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are nat an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly {mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 9:09 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

g YROTD A SEIRTGAL SGaTie.

Hilohn,
Other shipments of the product can be imported. The label should be in compliance of FIFRA.

Regards,

Ronsbroriv b onesah, Dabe e

[P D% ofeciien Socies, oo '
O A D R R O R A R L A S AL A LA SE LTRSS L LR
T . b i .

ool ieN e g

tb o th Se

Vhowe: 1067208

Fonal: Tomcezak.kimberly@cepa.gov

From: Crane, John P [mailto:john.p.crane @zoetis.com]

Sent: Thursday, August 30, 2018 9:02 AM

To: Tomczak, Kimberly <Tomczak.Kimberiy@epa.gov>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Thanks Kimberly. in answer to your question, | have just had it confirmed that no we do not.

Best regards, John

John ¥, Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john,p.crane@zoetis.com
Visit Us: zoetis.com
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zoetis
FOR ANIMALS. FCR HEALTH. FOR YOU.
-LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. 1t is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 8:04 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This message odgiuates from an external souresn,
HiJohn,
The SSURO only applies to the two shipments in the SSURO.

Do you have another shipment that arrived in the US that contains the same misbranded product?

Regards,
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From: Crane, John P [mailto:john.p.crane@zoetis.com]
Sent: Wednesday, August 29, 2018 1:30 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kimberly:
Jennifer is on vacation this week so | contacting you. | have an update and a question.

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance.
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Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments
specified in the SSURO. | ask because we have new stock on order that will be labeled with fully compliant labeling and

“which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from
EPA for the two on-hold consighments. We are looking for confirmation that we are ok to do that.

Many thanks.

Best regards, John

John P Crane

Director, US Regulatory Affairs

Veterinary. Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Ceil: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YDIL

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, August 23, 2018 4:24 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Thasm mess

Hi Jennifer,
A photo of each stack will suffice.

| hope that helps. if you would like to discuss further, please let me know.

Regards,
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From: Harmer, lennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Wednesday, August 22, 2018 1:09 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

Thanks for your message. To make sure | understand the requirements, can you please clarify if a photo of each stack,
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit?

Thanks in advance for your assistance!

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, August 22, 2018 9:54 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

QEIHNATGS TV an Esrnn Doures

NOTICE: This message

Hi Jennifer,

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from
each entry) and a picture of the container/tub itself. In addition, provide pictures of ail the tubs, if they are stacked
together.

| hope that helps. if you would like to discuss further, please let me know.

Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Tuesday, August 21, 2018 2:27 PM
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
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Cc: Crane, John P <john.p.crane@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,
| hope your Tuesday is going well!

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we
should submit pictures?

Thanks in advance for your assistance. We really appreciate your support.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Monday, August 20, 2018 3:12 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NMOTICE: This message orlginates brom an exierngl eoros

Hi Jennifer,
- 1t was nice talking with you earlier.
Glad I could be of assistance. | will wait to hear back from you when the product has been relabeled.

Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, August 20, 2018 2:44 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

$ubject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Tomczak,
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Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line
review of the artwork and have made some additional minor revisions in order to comply with the master label. The
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply
with the language on the master label for end-use products packaged in containers with sizes of less than 50

pounds. The marked up artwork was sent to Medentech on Friday, August 17'" with a request to expedite these label
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac’s
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR
156.10(f) which requires labels to bear the establishment number of the final establishment at which the product was
produced. Within 48 hours after completion of refabeling, we plan to submit to the EPA pictures of the re-labeled cases
along with a certification that the re-labeling has been completed.

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and
then issue a vacate letter at which time we may distribute the product.

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me
with any questions or concerns.

Regards,

lennifer

Jennifer C. Harmay

Associate Director, US Regulatory Affairs
Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.4857 | jennifer.harmer@zoetis.com

Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Monday, August 20, 2018 10:16 AM

. To: Harmer, Jennifer <jennifer.harmer@zoetis.com> _
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina @exponent.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTHIE: This meesage on1y

Hi Jennifer,
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Yes, | am available today to discuss Case No. FIFRA-04-2018-3257.

I'am available anytime today until 5PM. Let me know what time works best for you.

Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Friday, August 17, 2018 11:17 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: Case No. FIFRA-04-2018-3257

Dear Officer Tomczak,

I would first like to introduce myself. My name is Jennifer Harmer and | am in the US Regulatory Affairs group at

Zoetis. | am writing in regards to Case No. FIFRA-04-2018-3257 for Inovotabs (EPA Registration Number 71847-3-

1007). We are currently working to address the comments in the letter. Do you happen to have any availability on
Monday, August 20" for a phone call? We would like to provide you with the current status of the request and the
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent).

Thanks in advance and | look forward to speaking with you.

Regards,
Jennifer

Jennifer ©. Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. itis intended for the addressee(s) anly. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender Immediately.
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Tomczak, Kimberly

From: Nicola Roche <nicola.roche@kersia-group.com>

Sent: Tuesday, January 29, 2019 3:48 AM

To: Tomczak, Kimberly; ESMERALDA.MARTINEZ@cbp.dhs.gov
Cc: Bauman, Michael; Ho, Kanoelehua

Subject: RE: U16-10064192 and U16-10084042

Thank you Kimberly,
1 will get back to our broker straight away!

Kind regards
Nicola

Micola ROCHE

Cusioiter Belahoe SoCnmamumeatone Manago

nicota. roched@iersia-group. com
M/ + 353 88 B80S 9380 7/ + 353 83

Miersia.
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From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Monday 28 January 2019 20:29

To: Nicola Roche <nicola.roche@kersia-group.com>; ESMERALDA.MARTINEZ@cbp.dhs.gov

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: U16-10064192 and U16-10084042

Good afternoon,

The broker may need to submit documents to CBP to export the shipments but nothing else is required from EPA tO
export the products.

Regards,
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From: Nicola Roche <nicola.roche@kersia-group.com>

Sent: Monday, January 28, 2019 11:35 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; ESMERALDA.MARTINEZ@cbp.dhs.gov
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: U16-10064192 and U16-10084042

importance: High

Hi Kimberly,
Happy to advise that we did indeed receive the letter.
However, our broker has advised that we are missing a release form relating to U16-10084042.

If the attached is enough to release the goods for customs purposes, | am happy to move the goods as soon as possible.
Would it be possible to confirm the letter is the only requirement to move the goods?

Kind regards
Nicola

Nicola ROCHE

Costomer Relations & Conmmunications Mansaeai

nicol2. roche@kersia-group. oom
M/ 2353 86 BOS 9380 T/ +353 53 911 7920
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From: Tomczak, Kimberly <Tomczak Kimberly@epa.gov>

Sent: Monday 28 January 2019 15:44

To: Nicola Roche <nicola.roche @kersia-group.com>; ESMERALDA.MARTINEZ@cbp.dhs.gov

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: U16-10064192 and U16-10084042

Hi Nicola,

'The revised export letter was sent to Zoetis on December 28, 2018.
Please let me know if it was not received.

Regards,
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From: Nicola Roche <nicola.roche@kersia-group.com>

Sent: Monday, January 07, 2019 10:18 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; ESMERALDA.MARTINEZ@cbp.dhs.gov
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: U16-10064192 and U16-10084042

Hi Kimberly,
f hope you are keeping well.
Can you advise whether the revised release letter is now available?

Kind regards
Nicola

Nicola ROCHE

Customer Ralationms & Comnumnisations Manage
nicoia.roche@kersia-group.com

M/ +353 86 305 9380 T/ +353 53 811 7929

BYPERED Rilces” Do
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From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Friday 28 December 2018 17:36

. To: Nicola Roche <nicola.roche@kersia-group.com>; ESMERALDA.MARTINEZ@cbp.dhs.gov

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: U16-10064192 and U16-10084042

Good morning,

We hope to get a revised letter to Zoetis shortly with the two additional pieces of information.

Regards,
Rt Pde ™nnn
Dos b oot Fyoiecios Seoens, Heopon !
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From: Nicola Roche <nicola.roche @kersia-group.com>

Sent: Wednesday, December 19, 2018 10:28 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; ESMERALDA.MARTINEZ@cbp.dhs.gov
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho . kanoelehua@epa.gov>
Subject: RE: U16-10064192 and U16-10084042

Hi Kimberly,

i have been advised by the ACE director of import, that there is a discrepancy with regard to the attached letter.
The entry numbers U16 1006419-2 and U16-1008404- 2 must appear on the letter along with our company name,
Medentech as the exporter of the goods.

| understand that it is not your area, but | would sincerely appreciate that between yourself and Esmeralda | can be
guided on this matter.
Everyone seems to have their own procedure and | just want to get move the goods with the correct documentation.

My sincere apologies.
Nicola

Micola ROQUCHE

Customer Relabions oo Comunune ations Managae

nicoia.roche@kersia~group.com
M/ +353 86 BOS G3RCG T/ +353 53 9L1 T9re

Mikersia.
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From: Patti Cordo <pcordo@americancargoexpress.com>
Sent: Wednesday 19 December 2018 14:58
To: Jerina Morris <jmorris@AmericanCargoExpress.com>; Nicola Roche <nicola.roche @kersia-group.com>; Greg Low
<greglow@comcast.net>
Cc: Sinead Walsh <sinead.walsh@kersia-group.com>; Debra Fierro <dfierro@contrapac.com>; Peter Fierro
<pfierro@contrapac.com>; Mark Leonard <Mark.Leonard@hornerd.ie>
Subject: RE: RETURN TO IRELAND -MEDENTECH

Nicola



What are you doing to rectify the discrepancy that the Customs Entry and the EPA letter?

Did you speak to EPA to get this corrected?

This is a huge problem as the notice of redelivery issued by Customs is passed date and the EPA letter is not to
Medentech

Nor does it reference an entry number.

This must be resolved prior to export

Regards,
Patti

Patti Cordo

Director of Import

ACE USA & Canada
American Cargo Express
New Jersey Operations
2345 Vauxhall Rd

Union, NJ 07083

Tel: 908-351-3400 x 3026
Fax: 908-289-2490

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution , Order Fulfillment,
Project Assembly, US Customs Brokerage, Consuitation, Complete Third Party Logistics and much more...

To learn more, please visit: http://www.americancargoexpress.com

American Cargo Express, Inc is CIPAT Certified. We are doing our part to keep your cargo and our country safe from terrorism in the
global supply chain. To learn morte, please visit: http://www.cbp.gov/barder-security/ports-entry/cargo-security/c-tpat-
customs-trade-partnership-against-terrorism or contact your local American Cargo FExpress, Inc. office

lior Terms & Conditions please refer to: http://www.americancargoexpress.com/terms-and-conditions

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Tuesday 18 December 2018 17:18

To: ESMERALDA.MARTINEZ@cbp.dhs.gov

Cc: Bauman, Michael <pauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Nicola Roche
<nicola.roche@kersia-group.com>

Subject: U16-10064192 and U16-10084042

Importance: High

Good afternoon,

The importer for Entry U16-10064192 and U16-10084042 has decided to export these shipments. We had
communicated earlier this year about these shipments {see emails on July 25, 2018).

The attached letter allows the company to export the products. Can you provide information to the broker on what
other documents are needed to export the two shipments? The broker has been copied on the email.



Thank you for your assistance,

Phone: 0 s w07

o Tomezak.kimberly@cepa.gov

From: Nicola Roche <nicola.roche@kersia-group.com>
Sent: Monday, December 17, 2018 11:34 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: FIFRA-04-2018-3257

Importance: High

Good afternoon Kimberly,
t hope my mail finds you well.

This query is with regard to FIFRA-04-2018-3257.

We have been trying to consolidate both consignments into a high cubed container to return the goods as promptly as

possible to Medentech.

However, the export company used by our carriers have advised that we can only move the goods under CBP
supervision. The attached CBP form is related to the first shipment.

I have forwarded your attached letter of release and advised supervision is not required.
The export company believes | need additional clearance from the EPA and at this point | really do not know what that

is.

{ sincerely apologise for contacting you, but if you can help at all | would be extremely gratefui.

My very best regards
Nicola

S Uon s At Moot

micoia roche@kersia-groun. 0om
M =28 86 BOS 9380 T/ 353 53 911 7929
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From: Mark Leonard <Mark.Leonard@hornerd.ie>
Sent: Monday 17 December 2018 15:42
To: Nicola Roche <nicola.roche @kersia-group.com>; Neil Horner <Neil.Horner@hornerd.ie>

Cc: Sinead Walsh <sinead.walsh@kersia-group.com>
Subject: RE: RETURN TO {RELAND -MEDENTECH

Hi Nicola,
our agents have advised:
“this is rejected Merchandise to be returned under CBP supervision

Note you will need to contact Nicola Roche at Medentech see attached
Until Medentech have resolved the outstanding issues we cannot proceed with the Return

Thanks

Kind Regards,
Mark.

|

Haaadl’ W ,
HORNER AGENCIES LTD.,

Registered Office : Unit 6, 21 Beechwood Close, Boghall Road, Bray, Co. Wicklow, A98 AN81, IRELAND.
Registered in Dublin, ireland No. 431611.
Main Tel : 00-353-1-2137940 / Fax : 00-353-1-2022011.

All business transacted subject to the Company's Standard Trading Terms & Conditions, a copy of which is available on request from the Company

and which in certain cases may exclude or limit the companys’ liability. Marine Insurance is not included.

WORLDWIDE SEAFREIGHT SPECIALISTS both FCL and LCL.

Australia/New Zealand/USA/Canada/Far East/Middle East/Africa/Indian-Sub-Continent/Latin American/Caribbean/Mediterranean/iceland.

<ACE SLI -revised Aug2018.xis>



Tomczak, Kimberlz

From: Crane, John P <john.p.crane@zoetis.com>

Sent: Friday, December 28, 2018 12:04 PM

To: Tomczak, Kimberly

Cc: Bauman, Michael; Ho, Kanoelehua; Harmer, Jennifer
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim:

Yes, Medentech is taking responsibility for exporting the product back to their plant in Ireland. | have no problem with
you keeping the revised letter addressed to us (Zoetis). It can come to me at the address below.

Thanks, John

John P Craneg

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com ‘

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Friday, December 28, 2018 11:02 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Importance: High

NOTICE: This ¢

froom an exiernal sourms,

AOHE Griiaiam

Hi John and Jennifer,

| have been notified that the export letter needs to state that Medentech is responsible for exporting the products not
Zoetis. Is Medentech responsible for the export of these products?

When we send out the revised letter, should it still be addressed to you?
1



Thank you,
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From: Crane, john P <john.p.crane@zoetis.com>

Sent: Tuesday, November 20, 2018 12:56 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kim:
Jennifer is off on vacation this week hence the email from me.

Medentech is now ready to ship these two shipments back to Ireland. The broker has asked the question whether an
EPA official needs to be present when the container is loaded at Contrapac. The attached EPA letter states “The EPA
Region 4 is hereby allowing Zoetis to export the products back to a Medentech facility in ireland.” There is no mention of
this needing the oversight of an EPA official. Please can you confirm that no EPA official needs to be present when the
container is loaded for export.

Thank you.

Best regards, John

John B, Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE
‘Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) inv. At?cess
‘to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or

any action taken {(or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.



From: Tomczak, Kimberly [mailto:Tomczak Kimberly@epa.gov]

Sent: Tuesday, November 13, 2018 7:15 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Crane, John P <john.p.crane @zoetis.com>
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

sy BOUYLE
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Hi Jennifer,
You can send one letter that states both pieces of information.
Please et me know if you have any additional questions.

Regards,
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From: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Sent: Monday, November 12, 2018 7:49 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Crane, John P <john.p.crane@zoetis.com>
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim,

| received the letter last Thursday informing Zoetis that we can export the two shipments listed in the SSURO. Within
the SSURO, there is a request for a letter confirming that the product has been exported to and received at Medentech
in Ireland. Can you please confirm that a single letter confirming both export and receipt wili suffice or if the request is
~ for two separate letters, one confirming export and another confirming receipt?

Thanks in advance for your assistance with this!

Regards,

Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Tuesday, November 06, 2018 7:04 AM
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Crane, John P <john.p.crane@zoetis.com>




Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Jennifer,
We hope to get a letter out to you shortly in regards to the next step.
If you do not receive anything by close of business on Thursday, November 8, please let me know.

Regards,
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From: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Sent: Monday, November 05, 2018 4:11 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Crane, John P <john.p.crane@zoetis.com>
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

John Crane is out of the office this week and so | am following up on the below shipment. Can you please advise on next
steps to export this consignment at Contrapac back to Medentech, ireland?

Thanks in advance!
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, October 31, 2018 4:03 PM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

MOTICE . T ¢
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Hi John,
I am in discussions with my Supervisor about the steps that will need to be taken to get these shipments exported.

4



I will be in touch with you tomorrow or Friday.

Regards,
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From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Tuesday, October 30, 2018 6:47 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Good morning Kimberly:
Are you able to advise on next steps to export this consignment at Contrapac back to Medentech, ireland?

Thanks, John

Jobwn P. Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FORYGU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in refiance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Crane, John P

Sent: Tuesday, October 23, 2018 3:33 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly:



Thank you for your message. We look forward to hearing back from you.

Best regards, John

Joha P, Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR REALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone eise is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or

any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the

sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Tuesday, October 23, 2018 3:16 PM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Bauman, Michae! <bauman.michael@epa. gov> Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FiFRA-04-2018-3257

MOTICE: This me
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Good afternoon,
I have reached out to my Supervisor in regards to this request and will get back in touch with you as soon as | can.
The shipment should remain where it is currently located until you hear back from the EPA Region 4 office.

Thank you,

R IR RTOUR A S SOR T UL S ey

P l omczak.Kimberly@cpa.gov

From: Crane, John P [mailto:john.p.crane@zoetis.com}
Sent: Monday, Octaber 22,2018 11:30 AM
To: Tomczak, Kimberly <Tomczak. Kimberly@epa.gov>




Cc: Ba‘uman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly:
My colleague Jennifer Harmer is travelling this week hence this email from me.

The relabeling operation was commenced last week at Contrapac but it was found that the wording from the original
label was not completely obscured by the new label, so the operation was immediately halted.

Medentec has now decided to export the two shipments back to their facility in Ireland and relabel or repackage there.
Please can you advise as to what is needed from EPA to allow this export (SSURO, ll. ORDER, 20. {a)). | am not sure if we
need another letter releasing these two shipments from the SSURO.

Thank you in advance.

Jotmn F, Crang

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | johin.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Harmer, Jennifer

Sent: Thursday, October 18, 2018 11:35 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim,
Attached are the labels that will be used for relabeling the two shipments.
Please do not hesitate to contact me with additional questions or concerns.

Thanks!
Jennifer

Jennifer O Harnmer



Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidentiat and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken} in reliance on it is unauthorised and may be unlawful. If you are nat an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [maiito:Tomczak.Kimberly@epa.gov]
Sent: Thursday, October 18, 2018 9:40 AM
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane @zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257
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Good morning,

Thank you for the update. Can you send me a copy of the label that you plan to use for relabeling the products?
Thank you,
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From: Harmer, Jennifer [mailto:jennifer. harmer@zoetis.com]

Sent: Thursday, October 18, 2018 9:15 AM

To: Tomczak, Kimberly <Yomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly,

In response to your questions below, please note that the re-labeling of the two shipments outlined in the SSURO.is in
progress. We anticipate that the relabeling will be completed next week. We will be in touch once the relabeling is
complete.



Please do not hesitate to contact me with any additional questions.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, October 17,2018 5:43 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Good afternoon,

What is the status of these two shipments that are outlined in the SSURO? Have they been relabeled?
Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Thursday, September 27, 2018 5:11 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com> '

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

I am writing to follow-up on the amendment to the SSURO. Do you happen to have any information on when we can
expect to receive the amendment?

Thanks in advance!

Jennifer

From: Harmer, Jennifer

Sent: Wednesday, September 19, 2018 5:33 PM

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257




Hi Kimberly,

There is an error in the number below. The correct establishment number is 52270-GA-03 and the address is 5400
Bucknell Drive, Atlanta, GA 30336.

Apologies for the confusion and thanks again for your assistance.

Regards,
Jennifer

From: Tomczak, Kimberly [maiito:Tomczak. Kimberly@epa.gov]

Sent: Wednesday, September 19, 2018 4:37 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: Thiss pn Pt A exiornal Souven

Hi Jennifer,
Below you state that you would like to relabel the product at EPA Est. No. 52770-GA-03. Is that the correct number?
Thank you,

Novborls ook, Do Sewnna

US Frnwommnoned Provoction Secnc Remon |
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i venl Pomezak kimberly@epa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Monday, September 17, 2018 1:44 PM

To: Bauman, Michael <bauman.michael@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly @epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Baﬂuman,

Thank you for the information. 1 will discuss with Officer Tomczak when she returns to the office tomorrow.

Thanks!
Jennifer

From: Bauman, Michael [mailto:bauman.michael@epa.gov]
Sent: Monday, September 17, 2018 11:54 AM
To: Harmer, Jennifer <jennifer. harmer@zoetis.com>

10
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Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

. CRTETI TN g e oy - ;
CNOTICE: This message originaies from 30 egoria’ sonres.

Good morning Ms. Harmer,

At this time, the product’s location and any manipulation of the product must remain in compliance with the SSURO that
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order {SSURO) would require an

amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the
same docket number.

If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the
matter further with Ms. Tomczak when she returns to the office tomorrow..

Regards,
Michael

Michael L. Bauman, MS I Life Scientist, Pesticides Section l Chemical Safety and Enforcement Branch
Air, Pesticides and Toxics Management Division l U.S. Environmental Protection Agency Region 4
61 Forsyth Street, SW Atlanta, GA 30303 | Tel: 404-562-8962 | Email: bauman.michael@epa.gov

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain,
copy, or disseminate this message or any part of it. If you have received this message in error, please notify the sender
immediately by e-mail and delete all copies of the message.

From: Harmer, lennifer [mailto:jennifer.harmer@zoetis.com}
Sent: Monday, September 17, 2018 11:36 AM

To: Bauman, Michael <bauman.michael@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Bauman,

| just received Officer Tomczak’s out of office and so am hoping you can address a question that we have regarding Case
No. FIFRA-04-2018-3257.

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 {EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling ‘
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on

the label.

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03) is acceptable and
complies with the requirements of the SSURO?

Thanks in advance for your assistance and | look forward to hearing from you.

11



Regards,
Jennifer

Jennifer €. Harmer

Associate Director, US Regulatory Affairs
Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the
sender immediately.

From: Harmer, Jennifer

Sent: Monday, September 17, 2018 11:27 AM

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: FW: Case No. FIFRA-04-2018-3257

Hi Kimberly,
Happy Monday! | hope you had an enjoyable weekend. -

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on
the label.

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO?

Thanks!
Jennifer

Jenmifer O, Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com
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LEGAL NOTICE

Uniess expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or

any action taken {(or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 9:09 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

MOTICE: This

HiJohn,

Other shipments of the product can be imported. The label should be in compliance of FIFRA.

Regards,

Monborb Tooesnh Lol Sonny

Pl oo ooty Dhotoctiens oot B o
Positondes ™o o
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Funat Tomezak kimberly@cpa.gov

From: Crane, John P [mailto:john.p.crane@zoetis.com)

Sent: Thursday, August 30, 2018 9:02 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Thanks Kimberly. in answer to your question, | have just had it confirmed that no we do not.

Best regards, John

Jonn P Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

PDffice: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com
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zoetis

FOR ANIMALS. FOR HEALTH. FOR YOUL
LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disciosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 8:04 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

MOTHCOE: This iness

o VTGES A 2XTena Sourts

Hi John,
The SSURO only applies to the two shipments in the SSURO.

Do you have another shipment that arrived in the US that contains the same misbranded product?

Regards,

Fieit Tomezak kimberlv@cepa.gov

From: Crane, John P [mailto:john.p.crane@zoetis.com]
Sent: Wednesday, August 29, 2018 1:30 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kimberly:
Jennifer is on vacation this week so | contacting you. | have an update and a question.

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance.

14



Yes, | am available today to discuss Case No. FIFRA—O4-2018—3257.
| am available anytime today until SPM. Let me know what time works best for you.
Regards,

[ P i e . s
Wirnberie e
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Frval Tomezak kimberly@epa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Friday, August 17, 2018 11:17 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com> :

Subject: Case No. FIFRA-04-2018-3257

Dear Officer Tomczak,

! would first like to introduce myself. My name is Jennifer Harmer and | am in the US Regulatory Affairs group at

Zoetis. | am writing in regards to Case No. FIFRA-04-2018-3257 for Inovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on
Monday, August 20" for a phone call? We would like to provide you with the current status of the request and the
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent).

Thanks in advance and | look forward to speaking with you.

Regards,
Jennifer

Jennifer O Harmes

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access

to this e-mail by anyone else is unauthorised. if you are not an addressee, any disclosure or copying of the contents ofthi's e-mail or
any action taken {or not taken) in'reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.
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Tomczak, Kimberlz '

From: Sean Dunne <Sean.Dunne@oiaglobal.com>

Sent: Tuesday, March 05, 2019 3:46 PM

To: Tomczak, Kimberly; earlean j.grayson@cbp.dhs.gov; danny.r.griffin@cbp.dhs.gov
Subject: FW: 7512+4647+U16-10064192, U16-10084042 Export Under Customs Supervision
Attachments: CONTAINERS IN-GATE.pdf; 7512.pdf; 4647 Letter from the EPA. pdf

Officers CBP and EPA

Please be advised that the reused merchandise which arrived under enfry numbers U16-10064192,
U16-10084042 have been in-gated for export at the Georgia Ports

Authority, Garden City GA (L738) under 7512(63) number 497921480 04 March 2019. The 2
containers are booked 1o a vessel scheduled to depart 10 March 2019.

Please advise if any further action by CBP or EPA is required for this export to take place?

Status Notification Response for INB0000061 / 497921480

A response message has been received from Customs.
Shown below is a summary of relevant information received in the message.

Dtsposmon Code 1. (ln “bond movement authorized" Bill of laqu open)
Disyposition Date 01-Mar-19 1426

OREGON INTERNATIONAL AIR

FREIGHT CO (

Sean Dunne, LCB
OIA GLOBAL | www.oiaglobal.com | Dirzct: +3 503 415 3334 | Office: +1 732 802 2225 |
| Mobile : +1 201 312 3243 | SKYPE: piaseavn.dunne |

Newark Branch: 224% Yauhall Bosy,

Urnion, Neow lersey O7085



Tomczak, Kimberlz

From: Crane, John P <john.p.crane@zoetis.com>

Sent: Thursday, May 09, 2019 8:22 AM

To: Tomczak, Kimberly

Cc: Bauman, Michael, Ho, Kanoelehua; Harmer, Jennifer
Subject: RE: Case No. FIFRA-04-2018-3257

Thank you Kim.

Best regards, John

Johr P Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Ceill: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis
FOR ARIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in refiance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Sent: Thursday, May 9, 2019 7:10 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE . Thss snesnage aronrabes Toom an exioral snuree.

Good morning,
You should received the termination letter fater this week or first thing next week.
| apologize for the delay in getting you the letter.

Regards,

Iortherle Torenh, Taie b
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From: Crane, John P <john.p.crane@zoetis.com>

Sent: Thursday, May 09, 2019 7:05 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim:

We sent the attached letter to Kimberly Bingham on April 3, 2019 advising that Medentech had received the two
shipments of Inovotabs at their facility in Ireland and requesting that EPA send us notification that the SSURO (attached)
had been vacated.

Medentech is now re-labeling these packs with an opaque oversticker and intends to reexport the product back to the
US for distribution and sale as soon as possible.

Under section 21, the SSURO states “Zoetis shall not commence any sale, use, removal or distribution of the cases of
inovotabs unless: (1) Zoetis is in compliance with FIFRA and has taken all actions required in Section Il of this SSURO; and
(2) the EPA has vacated this SSURO.” It also mentions the submission of certification of compliance with FIFRA and
photographs of relabeled packs.

Please can you advise when we will be receiving the vacate letter. Or is it the case that you need submission of
certification of compliance with FIFRA and photographs of relabeled packs from Medentech before EPA sends us the
vacate letter? The SSURO might suggest that the latter only applies to the situation where these packs were going to be
relabeled at Contrapac in the US (see Section 20 of the SSUROQ). Please can you kindly advise.

Thank you in advance.

Best regards, John

John P Cransg

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 ! Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com '

zoetis

FOR ANIMALS, FOR HEALTH. FGR YOU,

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access

to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
2



any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Crane, John P

Sent: Friday, December 28, 2018 12:04 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim:

Yes, Medentech is taking responsibility for exporting the product back to their plant in Ireland. | have no problem with
you keeping the revised letter addressed to us (Zoetis). It can come to me at the address below.

Thanks, John

John P Graneg

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. !t is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Friday, December 28, 2018 11:02 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Bauman, Michael <bauman.michdel@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Importance: High

e obigmates from an

NOTIOR: Thiz mes

Hi Jlohn and lJennifer,

| have been notified that the export letter needs to state that Medentech is responsible for exporting the products not
Zoetis. Is Medentech responsible for the export of these products?



‘When we send out the revised letter, should it still be addressed to you?
Thank you,

Sonheric Fongeod
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Fannl Tomezak. kimberly@cpa.gov

From: Crane, John P <john.p.crane@zoetis.com>
Sent: Tuesday, November 20, 2018 12:56 PM
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer

<jennifer.harmer@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kim:

Jennifer is off on vacation this week hence the email from me.

Medentech is now ready to ship these two shipments back to Ireland. The broker has asked the question whether an
EPA official needs to be present when the container is loaded at Contrapac. The attached EPA letter states “The EPA
Region 4 is hereby allowing Zoetis to export the products back to a Medentech facility in Ireland.” There is no mention of
this needing the oversight of an EPA official. Please can you confirm that no EPA official needs to be present when the

container is loaded for export.
Thank you.

Best regards, John

SJohin P Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 : Cell: 269.760.1241 ; john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YD

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) iny. AFCGSS
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of th|§ e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the

sender immediately.



From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Tuesday, November 13, 2018 7:15 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Crane, John P <john.p.crane@zoetis.com>
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

BOTICE Tius mess

Hi Jennifer,

You can send one letter that states both pieces of information.
Please let me know if you have any additional questions.

Regards,

anrheriy Fosneonie Fle e
4 R A s
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Posticrdos Section
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Phone: 101002 8050

Ll Tomezak. kimberly@epa.gov

From: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Sent: Monday, November 12, 2018 7:49 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Crane, John P <john.p.crane@zoetis.com>
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim,

| received the letter last Thursday informing Zoetis that we can export the two shipments listed in the SSURO. Within
the SSURO, there is a request for a letter confirming that the product has been exported to and received at Medentec.h
in Ireland. Can you please confirm that a single letter confirming both export and receipt will suffice or if the request is
for two separate letters, one confirming export and another confirming receipt?

Thanks in advance for your assistance with this!

Regards,

Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Tuesday, November 06, 2018 7:04 AM '
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Crane, John P <john.p.crane@zoetis.com>




Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

NOTIOE: Tius HEBEAUS GIEIINGLON fram an axterngl aouro o

Hi Jennifer,
We hope to get a letter out to you shortly in regards to the next step.
If you do not receive anything by close of business on Thursday, November 8, please let me know.

Regards,

-’;; é‘:'l\\ﬁ.it Ny 34
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Fanoul Tomezak kimberly@cpa.gov

From: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Sent: Monday, November 05, 2018 4:11 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Crane, John P <john.p.crane@zoetis.com>
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

John Crane is out of the office this week and so | am following up on the below shipment. Can you please advise on next
steps to export this consignment at Contrapac back to Medentech, ireland?

Thanks in advance!
Jennifer

From: Tomczak, Kimberly [maiito:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, October 31, 2018 4:03 PM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

MOTICE This m A

HiJohn,
I am in discussions with my Supervisor about the steps that will need to be taken to get these shipments exported.

6



I will be in touch with you tomorrow or Friday.

Regards,

O Foret

Phone, T 000

Favard: Tomezak kimberly@cpa.gov

From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Tuesday, October 30, 2018 6:47 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Good morning Kimberly:
Are you able to advise on next steps to export this consignment at Contrapac back to Medentech, ireland?

Thanks, John

John P Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis
FOR ANIMALS. FOR HEALTH. FOR Y0U.
LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Crane, John P

Sent: Tuesday, October 23, 2018 3:33 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly:



Thank you for your message. We look forward to hearing back from you.

Best regards, john

John P Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR AHIMALS. FOR HEALTH. FOR YU

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Tuesday, October 23, 2018 3:16 PM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

MOTIOE: Thie

Good afternoon,
I have reached out to my Supervisor in regards to this request and will get back in touch with you as soon as | can.
The shipment should remain where it is currently located until you hear back from the EPA Region 4 office.

Thank you,
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Freail: Tomezak. kimberly@epa.gov

From: Crane, John P [mailto:john.p.crane@zoetis.com]
Sent: Monday, October 22, 2018 11:30 AM
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>




Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer
<jennifer.harmer@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly:
My colleague Jennifer Harmer is travelling this week hence this email from me.

The relabeling operation was commenced last week at Contrapac but it was found that the wording from the original
label was not completely obscured by the new label, so the operation was immediately haited.

Medentec has now decided to export the two shipments back to their facility in Ireland and relabel or repackage there.
Please can you advise as to what is needed from EPA to allow this export (SSURO, il. ORDER, 20. (a)). | am not sure if we
need another letter releasing these two shipments from the SSURO.

Thank you in advance.

John P Crare

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH. FOR YOU.

LEGAL-NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately. ’

From: Harmer, Jennifer

Sent: Thursday, October 18, 2018 11:35 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua @epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kim,
Attached are the labels that will be used for relabeling the two shipments.
Please do not hesitate to contact me with additional questions or concerns.

Thanks!
Jennifer

Jennifer O Harnmey



Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access

to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mait or
any action taken (or not taken) in reliance on it is unauthorised and may be unfawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak. Kimberly@epa.gov]

Sent: Thursday, October 18, 2018 9:40 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE. This message oviginatos from an oxlernal souprne,

Good morning,

Thank you for the update. Can you send me a copy of the label that you plan to use for relabeling the products?

Thank you,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Thursday, October 18, 2018 9:15 AM '

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane @zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Kimberly,
In response to your questions below, please note that the re-labeling of the two shipments outlined in the SSQRO-is in
progress. We anticipate that the relabeling will be completed next week. We will be in touch once the relabeling is

complete.
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Please do not hesitate to contact me with any additional questions.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, October 17, 2018 5:43 PM

To: Harmer, lennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua @epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

MOTHCR

Good afternoon,
What is the status of these two shipments that are outlined in the SSURO? Have they been relabeled?
Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Thursday, September 27, 2018 5:11 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

{ am writing to follow-up on the amendment to the SSURO. Do you happen to have any information on when we can
expect to receive the amendment?

Thanks in advance!

Jennifer

From: Harmer, Jennifer

Sent: Wednesday, September 19, 2018 5:33 PM

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

11



Hi Kimberly,

There is an error in the number below. The correct establishment number is 52270-GA-03 and the address is 5400
Bucknell Drive, Atlanta, GA 30336.

Apologies for the confusion and thanks again for your assistance.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Wednesday, September 19, 2018 4:37 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Mlchael <bauman.michael@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

& oAl

Hi Jennifer,
Below you state that you would like to relabel the product at EPA Est. No. 52770-GA-03. s that the correct number?

Thank you,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Monday, September 17, 2018 1:44 PM

To: Bauman, Michael <bauman.michael@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kumberly <Tomczak.Kimberly@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Bauman,
Thank you for the information. | will discuss with Officer Tomczak when she returns to the office tomorrow.

Thanks!
Jennifer

From: Bauman, Michael [mailto:bauman.michael@epa.gov]
Sent: Monday, September 17, 2018 11:54 AM
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>
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Cc: Crane, John P <john.p.crane@zgetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This o

Good morning Ms. Harmer,

At this time, the product’s location and any manipulation of the product must remain in compliance with the SSURO that
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order (SSURO) would require an
amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the
same docket number.

If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the
matter further with Ms. Tomczak when she returns to the office tomorrow..

Regards,
Michael

Michael L. Bauman, MS | Life Scientist, Pesticides Section | Chemical Safety and Enforcement Branch
Air, Pesticides and Toxics Management Division | U.S. Environmental Protection Agency Region 4
61 Forsyth Street, SW Atlanta, GA 30303 I Tel: 404-562-8962 | Email: bauman.michael@c¢pa.gov

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which itis
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain,
copy, or disseminate this message or any part of it. If you have received this message in error, please notify the sender
immediately by e-mail and delete all copies of the message.

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, September 17, 2018 11:36 AM

To: Bauman, Michael <bauman.michael@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Bauman,

I just received Officer Tomczak’s out of office and so am hoping you can address a question that we have regarding Case
No. FIFRA-04-2018-3257.

Page 6 of the attached SSURQ states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSUROQ. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on
the label.

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03) is acceptable and
complies with the requirements of the SSURO?

Thanks in advance for your assistance and | look forward to hearing from you.

13



Regards,
Jennifer

Jeonifer O Harmer

Associate Director, US Regulatory Affairs
Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.4857 | jennifer.harmer@zoetis.com

Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Harmer, Jennifer

Sent: Monday, September 17, 2018 11:27 AM

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>
Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: FW: Case No. FIFRA-04-2018-3257

Hi Kimberly,
Happy Monday! | hope you had an enjoyable weekend.

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway,
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are
proposing to have the relabeling take place at Contrapac’s facility that is around the block from the facility cited in the
SSUROQ. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling
operations. Zoetis will include the address and establishment number of the Contrapac focation on Bucknell Drive on
the label.

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO?

Thanks!
Jennifer

Jennifer O Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com
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LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or

any action taken {or not taken} in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 9:09 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

MOTHIE: This s

B
aEy S REeTIaL i,

Hi John,
Other shipments of the product can be imported. The label should be in compliance of FIFRA.

Regards,
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From: Crane, John P [mailto:john.p.crane@zoetis.com]

Sent: Thursday, August 30, 2018 9:02 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257-

Thanks Kimberly. In answer to your question, | have just had it confirmed that no we do not.

Best regards, John

John P Crane

Director, US Regulatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 49007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com
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zoetis
FOR ARIMALS. FOR HEALTH HDR YOU
LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. it is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {(or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Thursday, August 30, 2018 8:04 AM

To: Crane, John P <john.p.crane@zoetis.com>

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua
<ho.kanoelehua@epa.gov>

Subject: RE: Case No. FIFRA-04-2018-3257

MOTHIE: This mess

HiJohn,

The SSURO only applies to the two shipments in the SSURQ.

Do you have another shipment that arrived in the US that contains the same misbranded product?
Regards,
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From: Crane, John P [mailto:john.p.crane @zoetis.com]
Sent: Wednesday, August 29, 2018 1:30 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Dear Kimberly:
Jennifer is on vacation this week so | contacting you. 1 have an update and a question.

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at ‘
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance.
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Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments
specified in the SSURO. 1 ask because we have new stock on order that will be labeled with fully compliant labeling and
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that.

Many thanks.

Best regards, John

John P Grane

Director, US Reguiatory Affairs

Veterinary Medicines Research and Development

333 Portage Street, Kalamazoo, Michigan 48007

Office: 269.359.9098 | Cell: 269.760.1241 | john.p.crane@zoetis.com
Visit Us: zoetis.com

zoetis

FOR ANIMALS. FOR HEALTH HOR YOU.
LEGAL NOTICE

Unless expressty stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the
sender immediately:

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Thursday, August 23, 2018 4:24 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

FOTE B0 2IGrnal SOy

Hi Jennifer,

A photo of each stack will suffice.

| hope that helps. If you would like to discuss further, please let me know.
Regards,
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Wednesday, August 22, 2018 1:09 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,

Thanks for your message. To make sure | understand the requirements, can you please clarify if a photo of each stack,
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit?

Thanks in advance for your assistance!

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Wednesday, August 22, 2018 9:54 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Bl R T L TS T e han wew e S mn S g e h s S ey e B P oo o
NOTICE This mossane orgingies om an sRlgma souee

Hi Jennifer,

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked
together.

| hope that helps. If you would like to discuss further, please let me know.

Regards,
Boreborhy Pomesah, oo mocansd
DS Poavcnortinennd Proteonon Secoe s Hooron b

Vosiiosdes oot

O Fons

e meoSSY Sl oy HERY

3 B P A R N R 1Y
LEESTRIB LRI B L i
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Tuesday, August 21, 2018 2:27 PM
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>
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Cc: Crane, John P <john.p.crane@zoetis.com>
Subject: RE: Case No. FIFRA-04-2018-3257

Hi Kimberly,
| hope your Tuesday is going well!

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we
should submit pictures? :

Thanks in advance for your assistance. We really appreciate your support.

Regards,
Jennifer

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]
Sent: Monday, August 20, 2018 3:12 PM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

NOTICE: This

Hi Jennifer,
It was nice talking with you earlier.

Glad I could be of assistance. | will wait to hear back from you when the product has been relabeled.

Regards,

NTISTETRIE AN L ¢ At T e

Uos Donvoramrenad Prgieny v N i< )
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i By S8 Vit C0 N o

Pl HE Lo mindy

Fank Tomezak.kimberly@cpa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]
Sent: Monday, August 20, 2018 2:44 PM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>

Subject: RE: Case No. FIFRA-04-2018-3257

Hello Officer Tomczak,
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Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line
review of the artwork and have made some additional minor revisions in order to comply with the master label. The
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply
with the language on the master label for end-use products packaged in containers with sizes of less than 50

pounds. The marked up artwork was sent to Medentech on Friday, August 17" with a request to expedite these label
revisions. Once the artwork has been revised it will be sent to Contrapac, inc. so that they may overlabel the two
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac’s
establishment number { EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR
156.10(f) which requires labels to bear the establishment number of the final establishment at which the product was
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases
along with a certification that the re-labeling has been completed.

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and
then issue a vacate letter at which time we may distribute the product.

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me
with any questions or concerns.

Regards,

Jennifer

Jennifer &, Harmer

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken (or not taken) in reliance on it is unauthorised and may be unfawful. If you are not an addressee, please inform the
sender immediately.

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov]

Sent: Monday, August 20, 2018 10:16 AM

To: Harmer, Jennifer <jennifer.harmer@zoetis.com> .
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<imessina@exponent.com>

Subject: RE: Case No. FIFRA-04-2018-3257

MOTICE: This message ovigimates from an sxleraas! sours

Hi Jennifer,
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Yes, 1 am available today to discuss Case No. FIFRA-04-2018-3257.
| am available anytime today until 5PM. Let me know what time works best for you.

Regards,

[T . S ENT
IR RTRIRTY [ N R

Fromd Tomezak.kimberly@cpa.gov

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com]

Sent: Friday, August 17, 2018 11:17 AM

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina
<jmessina@exponent.com>

Subject: Case No. FIFRA-04-2018-3257

Dear Officer Tomczak,

I would first like to introduce myself. My name is Jennifer Harmer and | am in the US Regulatory Affairs group at

Zoetis. | am writing in regards to Case No. FIFRA-04-2018-3257 for Inovotabs (EPA Registration Number 71847-3-

1007). We are currently working to address the comments in the letter. Do you happen to have any availability on
Monday, August 20" for a phone call? We would like to provide you with the current status of the request and the
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent).

Thanks in advance and | look forward to speaking with you.

Regards,
Jennifer

Jennifer G, Harmes

Associate Director, US Regulatory Affairs

Veterinary Medicines Research and Development
333 Portage Street, Kalamazoo, Michigan 49007
Office: 269.359.4857 | jennifer.harmer@zoetis.com
Visit Us: zoetis.com

LEGAL NOTICE

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended fo_r the addressee(s) only. Access
to this e-mail by anyone else is unauthorised. if you are not an addressee, any disclosure or copying of the contents of this e-mail or
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. if you are not an addressee, please inform the
sender immediately.
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